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The Fifth International Conference on Global Health Challenges (GLOBAL HEALTH 2016),
held between October 9 and 13, 2016 in Venice, Italy, continued a series of events taking a
global perspective on population health, from national to cross-country approaches,
multiplatform technologies, from drug design to medicine accessibility, everything under
mobile, ubiquitous, and personalized characteristics of new age population.

Recent advances in technology and computational science influenced a large spectrum of
branches in approaching population health. Despite significant progresses, many challenges
exist, including health informatics, cross-country platforms interoperability, system and laws
harmonization, protection of health data, practical solutions, accessibility to health services,
and many others. Along with technological progress, personalized medicine, ambient assistance
and pervasive health complement patient needs. A combination of classical and information-
driven approach is developing now, where diagnosis systems, data protection mechanisms,
remote assistance and hospital-processes are converging.

The event was very competitive in its selection process and very well perceived by the
international scientific and industrial communities. As such, it has attracted excellent
contributions and active participation from all over the world. We were very pleased to receive
a large amount of top quality contributions.

The conference had the following tracks:

e Technology

e Challenges

e Medical Systems and Technologies

e Healthcare Economics and Biobanking Innovation

We take here the opportunity to warmly thank all the members of the GLOBAL HEALTH
2016 technical program committee, as well as the numerous reviewers. The creation of such a
high quality conference program would not have been possible without their involvement. We
also kindly thank all the authors that dedicated much of their time and effort to contribute to
GLOBAL HEALTH 2016. We truly believe that, thanks to all these efforts, the final conference
program consisted of top quality contributions.

Also, this event could not have been a reality without the support of many individuals,
organizations and sponsors. We also gratefully thank the members of the GLOBAL HEALTH 2016
organizing committee for their help in handling the logistics and for their work that made this
professional meeting a success.

We hope GLOBAL HEALTH 2016 was a successful international forum for the exchange of
ideas and results between academia and industry and to promote further progress in the area
of global health challenges.



We also hope that Venice, Italy, provided a pleasant environment during the conference
and everyone saved some time to enjoy the unique charm of the city.

GLOBAL HEALTH Advisory Committee

Hassan Khachfe, Lebanese International University, Lebanon

Shunji Shimizu, Tokyo University of Science, Suwa, Japan

Sten Hanke, IPN Instituto Pedro Nunes, Portugal | AIT Austrian Institute of Technology GmbH,
Austria

Michael Bremseth, Winthrop University, USA

Jean-Pierre Cordeau, McGill University Health Centre, Canada

Ivan Evgeniev, TU Sofia, Bulgaria

Matthieu-P. Schapranow, Hasso Plattner Institute, Germany

Abdel-Badeeh M. Salem, Ain Shams University Abbasia- Cairo Egypt

GLOBAL HEALTH Technology Advisory Committee

Marike Hettinga, Windesheim University of Applied Sciences, Netherlands

Shirley Coyle, Centre for Sensor Web Technologies / Dublin City University, Ireland

Anna Cysewska-Sobusiak, Poznan University of Technology, Poland

Kevin Daimi, University of Detroit Mercy, USA

Ravi Janardan, University of Minnesota-Twin Cities, USA

Jose M. Juarez, University of Murcia, Spain

Jochen Meyer, OFFIS Institute for Computer Science, Germany

Vesselin Gueorguiev, TU Sofia, Bulgaria

Miki Sirola, Aalto University, Finland

Daniel Steffen, German Research Center for Artificial Intelligence (DFKI) GmbH - Kaiserslautern,
Germany

Maria Taboada Iglesias, University of Santiago de Compostela, Spain

Jari Veijalainen, University of Jyvaskyla, Finland

Pierangelo Veltri, University Magna Graecia of Catanzaro, Italy

Brijesh Verma, Central Queensland University, Australia

Liangjiang Wang, Clemson University - Greenwood, USA

Hans C. Ossebaard, National Institute for Public Health and the Environment - Bilthoven, The
Netherlands

Ramesh Krishnamurthy, Health Systems and Innovation Cluster, World Health Organization -
Geneva, Switzerland

GLOBAL HEALTH Public/Government/Research Advisory Committee

Christopher Mayer, AIT Austrian Institute of Technology GmbH, Austria

Jodo Quintas, Instituto Pedro Nunes, Portugal

Yoshikazu Seki, National Institute of Advanced Industrial Science and Technology (AIST) -
Ibaraki, Japan



Hrvoje Belani, Croatian Health Insurance Fund - Zagreb, Croatia
Stefan J. Darmoni, Rouen University Hospital, France

Chih-Lin Chi, University of Minnesota-Twin Cities, USA

Siddhartha Jonnalagadda, Northwestern University, USA

Bin Song, Oracle, Inc., USA

Egon L. van den Broek, Utrecht University - Utrecht, The Netherlands
Zhongming Zhao, Vanderbilt University / Medical Center, USA

Hua Xu, Vanderbilt University/School of Medicine, The Netherlands



GLOBAL HEALTH 2016

Committee
GLOBAL HEALTH Advisory Committee

Hassan Khachfe, Lebanese International University, Lebanon

Shunji Shimizu, Tokyo University of Science, Suwa, Japan

Sten Hanke, IPN Instituto Pedro Nunes, Portugal | AIT Austrian Institute of Technology GmbH,
Austria

Michael Bremseth, Winthrop University, USA

Jean-Pierre Cordeau, McGill University Health Centre, Canada

Ivan Evgeniev, TU Sofia, Bulgaria

Matthieu-P. Schapranow, Hasso Plattner Institute, Germany

Abdel-Badeeh M. Salem, Ain Shams University Abbasia- Cairo Egypt

GLOBAL HEALTH Technology Advisory Committee

Marike Hettinga, Windesheim University of Applied Sciences, Netherlands

Shirley Coyle, Centre for Sensor Web Technologies / Dublin City University, Ireland

Anna Cysewska-Sobusiak, Poznan University of Technology, Poland

Kevin Daimi, University of Detroit Mercy, USA

Ravi Janardan, University of Minnesota-Twin Cities, USA

Jose M. Juarez, University of Murcia, Spain

Jochen Meyer, OFFIS Institute for Computer Science, Germany

Vesselin Gueorguiev, TU Sofia, Bulgaria

Miki Sirola, Aalto University, Finland

Daniel Steffen, German Research Center for Artificial Intelligence (DFKI) GmbH - Kaiserslautern,
Germany

Maria Taboada Iglesias, University of Santiago de Compostela, Spain

Jari Veijalainen, University of Jyvaskyla, Finland

Pierangelo Veltri, University Magna Graecia of Catanzaro, Italy

Brijesh Verma, Central Queensland University, Australia

Liangjiang Wang, Clemson University - Greenwood, USA

Hans C. Ossebaard, National Institute for Public Health and the Environment - Bilthoven, The
Netherlands

Ramesh Krishnamurthy, Health Systems and Innovation Cluster, World Health Organization -
Geneva, Switzerland

GLOBAL HEALTH Public/Government/Research Advisory Committee



Christopher Mayer, AIT Austrian Institute of Technology GmbH, Austria
Jodo Quintas, Instituto Pedro Nunes, Portugal

Yoshikazu Seki, National Institute of Advanced Industrial Science and Technology (AIST) -
Ibaraki, Japan

Hrvoje Belani, Croatian Health Insurance Fund - Zagreb, Croatia

Stefan J. Darmoni, Rouen University Hospital, France

Chih-Lin Chi, University of Minnesota-Twin Cities, USA

Siddhartha Jonnalagadda, Northwestern University, USA

Bin Song, Oracle, Inc., USA

Egon L. van den Broek, Utrecht University - Utrecht, The Netherlands
Zhongming Zhao, Vanderbilt University / Medical Center, USA

Hua Xu, Vanderbilt University/School of Medicine, The Netherlands

GLOBAL HEALTH 2016 Technical Program Committee

Charlie Abela, University of Malta - Msida, Malta

Sachiyo Aburatani, Computational Biology Research Center - National Institute of Advanced
Industrial Science and Technology, Japan

Giner Alor Hernandez, Instituto Tecnoldgico de Orizaba - Veracruz, México

Thierry Badard, Centre for Research in Geomatics - Laval University, Canada

Caroline Barelle, MAAP/ Motion Analysis And Performance, France / National Technical
University of Athens, Greece

Hrvoje Belani, Croatian Health Insurance Fund - Zagreb, Croatia

Veselka Boeva, Technical University of Sofia, Bulgaria

Mounir Bousbia-Salah, Badji Mokhtar University - Annaba, Algeria

Pamela Briggs, School of Life Sciences / Northumbria University, UK

Sabin-Corneliu Buraga, "A. |. Cuza" University, Romania

Rita Casadio, Biocomputing Group - University of Bologna, Italy

Bolin Chen, University of Saskatchewan, Canada

Dechang Chen, Uniformed Services University of the Health Sciences - Bethesda, USA
Po-Hsun Cheng, National Kaohsiung Normal University, Taiwan

Chih-Lin Chi, University of Minnesota-Twin Cities, USA

Jim Cimino, University of Alabama at Birmingham, USA

Meyrick Chow, Tung Wah College, Hong Kong

Diane Cook, Washington State University, USA

Michel Cotsaftis, LACSC/ECE - Paris, France

Shirley Coyle, Centre for Sensor Web Technologies / Dublin City University, Ireland
Anna Cysewska-Sobusiak, Poznan University of Technology, Poland

Kevin Daimi, University of Detroit Mercy, USA

Stefan J. Darmoni, Rouen University Hospital, France

Lucio Tommaso De Paolis, University of Salento, Italy

M. Jamal Deen, McMaster University - Hamilton, Canada

Wolfgang Deiters, Fraunhofer Institute for Software and Systems Engineering ISST, Germany
Steven A. Demurjian, University of Connecticut, USA



Gayo Diallo, University of Bordeaux, France

Elton Domnori, Epoka University - Tirana, Albania

Julie Doyle, Dundalk Institute of Technology - Dundalk, Ireland

Ye Duan, University of Missouri - Columbia, USA

Marwan Dwairy, Cross-Cultural Researcher - Nazerat Ellit, Israel

Zakaria Elberrichi, Djillali Liabes University, Algeria

Frank Emmert-Streib, Tampere University of Technology, Finland

Paul Fergus, Liverpool John Moores University, UK

Carlos Fernandez-Llatas, ITACA Institute - Universitat Politecnica de Valencia, Spain
Aleksandra Fucic, Institute for Medical Research and Occupational Health - Zagreb, Croatia
Xiaohing Gao, Middlesex University, UK

Catherine Garbay, CNRS | Laboratoire d'Informatique de Grenoble, France

Nuno M. Garcia, Lusophone University of Humanities and Technologies - Lisbon, Portugal
Bela Genge, Petru Maior University of Tg. Mures, Romania

Gersende Georg, Haute Autorité de Santé, Paris, France

Heidi Gilstad, Faculty of Medicine - Norwegian University of Science and Technology (NTNU),
Norway

Sylvain Giroux, Université de Sherbrooke, Canada

David Greenhalgh, University of Strathclyde, Scotland

Yi-Ke Guo, Imperial College London, UK

Kasper Hallenborg, The Maersk Mc-Kinney Moller Institute, Denmark

Martha Harrell, Institute of Mathematical Physics (IMP) - Williamsburg, USA

Harry Stewart Hochheiser, University of Pittsburgh, USA

Vasant Honavar, lowa State University - Ames, USA

Dimitar Hristovski, Medical Faculty - University of Ljubljana, Slovenia

Jun (Luke) Huan, The university of Kansas, USA

Chun-Hsi Huang, University of Connecticut, USA

Kun Huang, Ohio State University, USA

Hannele Hypponen, National Institute for Health and Welfare (THL), Finland
Hamidah Ibrahim, Universiti Putra, Malaysia

Yoshiro Imai, Kagawa University, Japan

Ivan Evgeniev Ivanov, Technical University of Sofia, Bulgaria

Ravi Janardan, University of Minnesota-Twin Cities, USA

Siddhartha Jonnalagadda, Northwestern University, USA

Jose M. Juarez, University of Murcia, Spain

Youna Jung, Virginia Military Institute, USA

Mehmed Kantardzic, University of Louisville, USA

Ayten Karatas, Istanbul Technical University, Turkey

Anastasia N. Kastania, Athens University of Economics and Business, Greece

Okba Kazar, Biskra University, Algeria

Hassan M. Khachfe, Lebanese International University, Lebanon

Frank Klawonn, Helmholtz Centre for Infection Research - Braunschweig, Germany
Peter Kokol, University of Maribor, Slovenia

Hiroshi Kondoh, Tottori University | Tottori University Hospital, Japan



Ramesh Krishnamurthy, Health Systems and Innovation Cluster, World Health Organization -
Geneva, Switzerland

Antonio Lanata, University of Pisa, Italy

Lenka Lhotska, Czech Technical University in Prague, Czech Republic

Tao Li, Florida International University, USA

Yaohang Li, Old Dominion University, USA

Marius George Linguraru, Sheikh Zayed Institute for Pediatric Surgical Innovation, USA
Igor Ljubi, University College for Applied Computer Engineering - Zagreb, Croatia
Irvin Hussein Lopez Nava, INAOE, Mexico

Samia Loucif, ALHOSN University, UAE

Emilio Lugque, University Autonoma of Barcelona (UAB), Spain

Zhiyuan Luo, Royal, Royal Holloway University of London, UK

Malika Mahoui, IUPUI - Indianapolis, USA

Stefano Mariani, Politecnico di Milano, Italy

Roque Marin Morales, Universidad de Murcia, Spain

Elio Masciari, ICAR-CNR, Italy

Massimiliano Masi, Tiani “Spirit” GmbH, Austria

Christopher Mayer, AIT Austrian Institute of Technology GmbH, Austria

Sepideh Mazrouee, University of California - Los Angeles, USA

Jochen Meyer, OFFIS Institute for Computer Science, Germany

Christo El Morr, York University, Canada

Kazumi Nakamatsu, University of Hyogo, Japan

Hongbo Ni, Northwestern Polytechnical University, China

Brendan O’Flynn, Tyndall National Institute, Ireland

Michael Ochs, The College of New Jersey, USA

Carlos Oberdan Rolim, Federal University of Rio Grande do Sul (UFRGS), Brazil
Chika Oshima, Saga University, Japan

Julien Penders, imec / Holst Centre, The Netherlands

Marek Penhaker, VSB - Technical University of Ostrava, Czech Republic

George Perry, The University of Texas at San Antonio, USA

Cinzia Pizzi, University of Padova, Italy

Miodrag Potkonjak, University of California - Los Angeles, USA

David Riafio, Universitat Rovira i Virgili, Spain

Carsten Rocker, Fraunhofer IOSB-INA, Germany

Alejandro Rodriguez Gonzalez, Centre for Biotechnology and Plant Genomics - UPM-INIA, Spain
Marcos A. Rodrigues, Sheffield Hallam University, UK

Seyed Ali Rokni, Washington State University, USA

Alan Ruttenberg, School of Dental Medicine - University at Buffalo, USA

Sagib Saeed, Bahria University Islamabad, Pakistan

Maytham Safar, Focus Consultancy, Kuwait

Antonio J. Salazar E., Institute for Systems and Computer Engineering - Biomedical Research
Center, Portugal

Abdel-Badeeh M. Salem, Ain Shams University Abbasia- Cairo Egypt

Nickolas S. Sapidis, University of Western Macedonia, Greece



Maijid Sarrafzadeh, UCLA, USA

Matthieu-P. Schapranow, Hasso Plattner Institute, Germany

Shuniji Shimizu, Tokyo University of Science - Suwa, Japan

Jatinder Singh, University of Cambridge, UK

Miki Sirola, Aalto University, Finland

Bin Song, Oracle, Inc., USA

Nathalie Souf, Institut de Recherche en Informatique de Toulouse (IRIT), France
Daniel Steffen, German Research Center for Artificial Intelligence (DFKI) GmbH - Kaiserslautern,
Germany

Maria Taboada, University of Santiago de Compostela, Spain

Adel Taweel, King's College London, UK

Dimitar Tcharaktchiev, Medical University - Sofia, Bulgaria

Chrisa Tsinaraki, European Union - Joint Research Center (JRC), Italy

Alexey Tsymbal, Siemens AG, Germany

Hayato Uchida, University of Hyogo, Japan

Lorna Uden, Staffordshire University, UK

Ugo Vaccaro, University of Salerno, Italy

Aristides Vagelatos, Computer Technology Institute and Press "Diophantus", Greece
Egon L. van den Broek, Utrecht University - Utrecht, The Netherlands

Jari Veijalainen, University of Jyvaskyla, Finland

Pierangelo Veltri, University Magna Graecia of Catanzaro, Italy

Brijesh Verma, Central Queensland University, Australia

Dongwen Wang, University of Rochester Medical Center, USA

Liangjiang Wang, Clemson University - Greenwood, USA

Chunhua Weng, Columbia University, USA

Szymon Wilk, Institute of Computing Science - Poznan University of Technology, Poland
Mudasser F. Wyne, National University, San Diego, USA

Hua Xu, Vanderbilt University/School of Medicine, The Netherlands

Mingjing Yang, University of Ulster, UK

Juan Ye, University of St Andrews, UK

Sule Yildirim-Yayilgan, Gjgvik University College, Norway

Wang Yu-Ping, Tulane University - New Orleans, USA

Constantin-Bala Zamfirescu, "Lucian Blaga" Univ. of Sibiu, Romania

Erliang Zeng, University of South Dakota, USA

Zhongming Zhao, Vanderbilt University / Medical Center, USA

Jie Zheng, Perelman School of Medicine - University of Pennsylvania, USA

Wei Zhong, University of South Carolina Upstate - Spartanburg, USA

Qiang Zhu, University of Michigan, USA

Bin Zhou, University of Maryland, Baltimore County, USA



Copyright Information

For your reference, this is the text governing the copyright release for material published by IARIA.

The copyright release is a transfer of publication rights, which allows IARIA and its partners to drive the
dissemination of the published material. This allows IARIA to give articles increased visibility via
distribution, inclusion in libraries, and arrangements for submission to indexes.

I, the undersigned, declare that the article is original, and that | represent the authors of this article in
the copyright release matters. If this work has been done as work-for-hire, | have obtained all necessary
clearances to execute a copyright release. | hereby irrevocably transfer exclusive copyright for this
material to IARIA. | give IARIA permission or reproduce the work in any media format such as, but not
limited to, print, digital, or electronic. | give IARIA permission to distribute the materials without
restriction to any institutions or individuals. | give IARIA permission to submit the work for inclusion in
article repositories as IARIA sees fit.

I, the undersigned, declare that to the best of my knowledge, the article is does not contain libelous or
otherwise unlawful contents or invading the right of privacy or infringing on a proprietary right.

Following the copyright release, any circulated version of the article must bear the copyright notice and
any header and footer information that IARIA applies to the published article.

IARIA grants royalty-free permission to the authors to disseminate the work, under the above
provisions, for any academic, commercial, or industrial use. IARIA grants royalty-free permission to any
individuals or institutions to make the article available electronically, online, or in print.

IARIA acknowledges that rights to any algorithm, process, procedure, apparatus, or articles of
manufacture remain with the authors and their employers.

I, the undersigned, understand that IARIA will not be liable, in contract, tort (including, without
limitation, negligence), pre-contract or other representations (other than fraudulent
misrepresentations) or otherwise in connection with the publication of my work.

Exception to the above is made for work-for-hire performed while employed by the government. In that
case, copyright to the material remains with the said government. The rightful owners (authors and
government entity) grant unlimited and unrestricted permission to IARIA, IARIA's contractors, and
IARIA's partners to further distribute the work.



Table of Contents

Computational Fluid Dynamics Model for a Closed Infant Incubator
Aziza Hannouch, Vahe Mitilian, Mohamad Hajj-Hassan, Hassan Khachfe, and Charbel Habchi

Rehabilitation of Attention System for Treatment of Traumatic Brain Injury
Maya A. EL Tawil, Amjad M. EL Hadla, Amin Haj-Ali, Hassan Khachfe, and Mohamad Hajj-Hassan

Beyond The Relational Mode: Using Ontology for Medical Data Management
lyad Zayour, Bilal El-Hajj-Diab, Bassam Hussein, Ali Hage-Diab, and Hassan Khachfe

Modeling of Work-Based Access Control for Cooperative Healthcare Systems with XACML
Mohamed Abomhara and Henrik Nergaard

A Monte Carlo Simulation Based-Approach for Medical Equipment Risks Forecasting
Sahar |smail, Hassan Nehme, Mohamad Hajj-Hassan, Bassam Hussein, and Hassan M. Khachfe

Options for Protecting Medical Data by |P Rights
Iryna Lishchuk and Marc Stauch

Effect of SinR Transcriptional Factor on the Expression of Bacilysin Biosynthetic Operon in Bacillus subtilis
Ayten Yazgan-Karatas, Oyku Irigul-Sonmez, and Hasan Demirci

Using aDual Vibration Absorber to Suppress Rest Hand Tremor of Elderly
Sarah Gebai, Mohamad Hammoud, and Hassan Khachfe

Towards Evidence-Based Self-Management for Spondyl oarthritis Patients

Wolfgang Leister, Camilla Fongen, Dag Magnar Soldal, Kare Birger Hagen, Trenton Schulz, Aleksander Bai,
Liming Chen, Carl-Henrik Franke, Ingvar Tjostheim, Lars Thomas Boye, Vebjorn Berre, Nina Osteras, Jon
Hagfors, Jan Halvard Relbe-Moe, and Hanne Dagfinrud

Aging Measurements with Precise Observations of Synchronization Hands' Movements
Kyota Aoki and Hisanori Hotta

Wearable Inertial Sensors as a Tool for Quantitative Assessment of Progress during Rehabilitation
Salvatore Tedesco, Andrea Urru, James Peckitt, and Brendan O'Flynn

A Relational Method for Determining Eventual Causality in Electronic Health Records
Bilal El-Hajj-Diab, Bassam Hussein, Ali Hage-Dia, Mohamad Raad, and Hassan Khachfe

Development of Privacy-Preserving Online Monitoring Framework for Online healthcare Applications
Youna Jung and Minsoo Kim

14

22

29

35

37

43

49

56

60



GLOBAL HEALTH 2016 : The Fifth International Conference on Global Health Challenges

Computational Fluid Dynamics Model for a Closed Infant Incubator

Aziza Hannouch,Vahe Mitilian,
Mohamad Hajj-Hassan, Hassan M. Khachfe
Department of Biomedical Engineering
Lebanese International University
Beirut, Lebanon
{61010036; 6083099} @students.liu.edu.lb,
{mohamad.hajjhassan; hassan.khachfe}@liu.edu.lb

Abstract— Incubators are essential tools to provide thermal
comfort for neonates. The main heat transfer processes in these
systems are convection and thermal radiation. The objective of
the present work is to analyze the flow structure and heat
transfer processes using computational fluid dynamics (CFD).
The computational domain consists of a simplified incubator
and neonate where two cases are considered. In the first case,
the mattress was assumed adiabatic whereas in the second one
the mattress is assumed to have a constant heat flux. Case one
showed an excess of heat loss from the neonate by both
convection and radiation, thus the neonate may suffer from
hyperthermia and cold stress. This was solved by using a heat
mattress with appropriate fixed heat flux in order to provide
the desired thermal comfort.

Keywords: biomedical
thermal comfort.

CFD; engineering; Incubators;

l. INTRODUCTION

Healthy neonates can regulate their body temperature
while premature and ill infants face difficulties keeping a
controlled body temperature without external assistance.
Consequently, they can suffer from cold stress and
hypothermia that leads to an increase in the rate of morbidity
and mortality [1]. This is why there is a need to maintain an
optimal thermal environment for the neonate. This can be
achieved by using incubators.

Incubators are enclosed chambers with climate-controlled
equipment used to keep an infant worm and safe from germs
exposure. This is achieved by circulating warm air over the
infant skin. The design of efficient incubators is crucial for
the neonate survival. Many methods can be used to design
and optimize incubators. Numerical simulations, namely
CFD (computational fluid dynamics), is one of the most used
tools since it does not necessitate expensive experimental
work and it can assess locally the incubator environment
such as the temperature and velocity [2]. Moreover,
experimental studies exhibit risks on the human life
especially on neonatal infants.

CFD has been significantly enhanced over the last decade
due to advanced engineering technologies [2, 3]. In recent
studies, computational fluid dynamics has been greatly used
to analyze the heat transfer between the environment and the
human body, such as in incubators, panda warmers, or
intensive care units [1]. CFD simulation can be very useful
in many situations, as they easily allow parametric study and
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can be of great assistance in the design of more efficient,
safe, and reliable medical equipment.

Continuous research is being conducted for designing
neonate incubators. The main objective is to provide a
controlled temperature in order to increase the neonate
survival and growth. In fact, the temperature inside the
incubators is correlated with the flow structure which is in its
turn affected by the ventilation system. Thus, understanding
the relation between these parameters could be a solution to
solve many problems inside incubators.

The flow inside the incubator is complex and it is usually
considered turbulent. This necessitates the use of a
turbulence model to compute the governing equations. The
most used turbulence models for incubators are the SST

k —w and RNG k — € models [1]. Ginalski et al. [2] used

the SST k —w to study the heat transfer in an infant
incubator with and without an overhead screen. In their
study, the human body and incubator geometry were
generated using CAD application CATIA. Then the CFD
software ANSYS Fluent was used to analyze the heat
transfer and flow structure.

Many others used the standard or RNG k — € turbulence
model to study the heat transfer and fluid flow in closed
incubators or radiant warmers [4-6]. A fair agreement was
observed between the results obtained numerically and those
from experimental analysis. For example, Sedin et al. [7]
preformed both experimental studies and numerical
simulations and compared the body core temperature and
mean skin temperature obtained from both techniques. The
maximum deviation between experimental and numerical
results did not exceed 0.8°C for the worst case, i.e. a relative
error of about 2.2%.

The objective of the present work is to design a new
ventilation strategy in incubators using CFD simulations.
Two cases are considered here. In the first case, all the
incubator walls and mattress are considered adiabatic to
mimic double walled incubators. The second case higher
inlet air temperature is considered and the mattress was
heated with constant heat flux.

The current paper is organized as follows: Section Il is
devoted to the computational domain and boundary
conditions. Section Il presents the numerical model and
algorithms. The results are then discussed in Section 1V.
Finally, the conclusion is presented in Section V.
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Il.  COMPUTATIONAL DOMAIN AND BOUNDARY
CONDITIONS

The computational domain consists of an incubator
chamber of 700 x500x400 mm® with a simplified neonatal
model as shown in Fig. 1. There are two inlets (in cyan and
green) and two outlets (red and orange) similarly to the
Drager Caleo incubator [2, 8]. The total surface area of the
infant skin is around 0.1344 m? which is similar to the
models used by Kim et al. [5] and Fic et al. [6]. The inlets
and outlets have same cross-sectional area of 0.01 m?.
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Figure 1. (a) 3D view of the computational domain and (b) top
view with main dimensions

TABLE 1. BOUNDARY CONDITIONS FOR THE TWO CASES

Case 1 Case 2
Newborn T=36°C T=36°C
Inlet air T=34°C T=34°C
u=0.1m/s u=0.1m/s
Mattress Adiabatic q”=5W/m’
Walls Adiabatic Adiabatic

The airflow velocity at the inlets is assumed 0.1 m/s as
proposed by Amezzane et al. [9] basing on ISO7730 [10].
The pressure at the outlets is considered constant equal to
atmospheric pressure. No slip-boundary condition is

Copyright (c) IARIA, 2016. ISBN: 978-1-61208-511-1

assumed at all solid boundaries. The incubator walls are
assumed adiabatic. Two cases are considered in the present
study, as presented in Table 1. For both cases, the baby skin
temperature is set to normal temperature of 36°C [11]. The
two cases are summarized in TABLE 1. In the first case, the
mattress is adiabatic, while in second case, the mattress is
heated with a uniform heat flux. A hexahedral mesh is used
in the present study consisting of 522,290 cells. The mesh

was refined near the wall boundaries to insure y* values
less than 4 in order to better compute the near wall regions.
In the present studies a maximum y* of 2.8 was obtained.

I1l.  NUMERICAL METHOD

ANSYS Fluent [12] is used to compute the Navier-
Stokes and energy equations using a second order accuracy.
This code is based on cell-centered finite volume
discretization. The flow equations are solved sequentially
with double precision and a second-order upwind scheme for
spatial discretization of the convective terms. The diffusion
terms are central differenced and second-order accurate.
Pressure-velocity coupling is achieved by the COUPLED
algorithm. The k — @ SST turbulence model is used with a
correction for flows characterized by a low Reynolds
number. The Boussinesq approximation was adopted to
include the buoyancy effects. The radiation process was
computed using the Discrete Ordinates (DO) model with 10
iterations. The emissivity of all solid boundaries is assumed
equal to 0.9 while the newborn emissivity is set to 0.95 [2].
The residual value 10°° is set as the convergence criterion for
the solutions of the flow and energy equations. Beyond this
value no significant changes were observed in the velocity
and temperature fields and turbulence quantities.

IV. RESULTS AND DISCUSSIONS

The energy rate balance on the neonate body can be
written as follows [2]:

AQ =0y —0g —0dc —Or 1)
where qy, is the metabolic heat generated by the infant, qg
is the heat lost by evaporation, q. the convective heat loss
and gy the radiative heat loss.

The heat transfer from the newborn to the surrounding
environment, especially the radiation and convection rates, is
directly related to the temperature and air velocity within the
incubator. The convective and radiative heat fluxes are
determined from CFD simulations. The first two terms are
calculated using the Caleo Drager web application [131. The
baby in the present study has a surface area of 0.134 m*. The
corresponding weight is 1374 g [14]. Thus with this weight
and assuming a neonate age of 1 day, this gives
Oy —Og =2.24W.

For thermal balance the energy difference must be close
to zero. In fact, if Aq is negative this means that the baby

needs additional heating, and vice versa.

TABLE 2 recapitulates the results for the radiative and
convective rates of heat transfer obtained from CFD
simulations for case 1 and 2. It is shown than for the case
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with adiabatic mattress, the heat balance is negative which
means that the neonate is losing heat to the environment.
This necessitates the addition of an additional heat source to
decrease the heat loss.

TABLE 2. ENERGY BALANCE RESULTS FOR CASE 1 AND

CASE 2
Heatrate (W) | Om de | 9 | Gr Aq
Case 1 326 | 1.02 | 215 | 523 | -5.14
Case 2 3.26 1.02 | 110 | 1.27 | -0.13

Fig. 2 to 4 (a) show calculation results for case 1 without
heated mattress, while Fig. 2 to 4 (b) show calculation results
for case 2 with heated mattress. It can be observed from the
streamlines shown in Fig. 2 (a) and (b), that the flow
structure for both cases is similar since forced convection is
dominant. The flow leaving the inlets is directed upward then
the interaction with the upper surface of the incubator
redirects the flow downward towards the neonate. Thus a
convective heat exchange occurs between the neonate skin
and the flowing warm air. Moreover, the temperature of the
airflow in case 2 is slightly greater than that in case 1. This
explains the reduction in the convective heat loss from the
neonate from 2.15 W to 1.1 W. In fact, the average air
temperature inside the incubator in case 1 is around 34.8°C
while it reaches around 35.3°C in case 2 due to the addition
of the heated mattress.
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e ‘
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Figure 2. Streamlines colored by temperature for (a) case 1 and (b)
case 2.
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The convective heat loss from the neonate for case 1 is
shown in Fig. 3 (a) where the values range from -0.31 W/m?
to 8.12 W/m?. Positive value means the heat is lost from the
neonate while negative value means heat is gained by the
neonate skin. Comparing with Fig. 3 (b) for case 2, it is
shown that the neonate loses less heat by convection but
more heat is added since the air flow temperature is slightly
higher in case 2. The convective heat loss is greater at the
neonate chest and face due to the impinging flow caused by
the two vortices.

Convective Heat Flux
8.12
F T.28
6.43

5.59

475

-0.31
W m~-2]

Convective Heat Flux /. ‘ ——

5886
F 5.02

438

(b)
Figure 3. Convective heat flux on the neonate skin for (a) case 1
and (b) case 2.

The radiative heat flux distribution is presented in Fig. 4,
where in case 1 the heat loss by thermal radiation from the
neonate is greater than that in case 2. The lowest radiative
heat loss is from the inside legs while the maximum is from
the baby’s face and chest. After the addition of the heated
mattress, the radiative heat loss is decreased by almost a
factor of 3. Another important issue is that the heated
mattress temperature should be almost equal to the neonate
skin temperature to avoid conductive heat transfer. This is
well obtained here since the heat flux between baby’s sides
near the mattress tends to zero, avoiding thus overheating
issues.
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Figure 4. Radiative heat flux on the neonate skin for (a) case 1 and
(b) case 2.

V. CONCLUSION

Computational fluid dynamics study was performed to
analyze the flow structure and heat transfer in a neonate
incubator. Two cases where considered: one with an
adiabatic mattress and one with a heated mattress. The first
case shows that the heat loss from the neonate is high
especially for the radiation heat transfer which reaches
around 5.23 W. This problem was solved by providing
additional heat to the mattress. This could be done for
instance by putting an electric resistor underneath the
mattress. The heat loss from the neonate with heated mattress
where decreased from around 5 W to around 0.1 W.
Moreover, the temperature of the mattress did not exceed
36.6°C to avoid burn in the neonate skin.

In future work, the CFD study will account for the
humidity comfort and new solutions will be proposed based
on the corresponding results.
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Abstract— The main objective of the attention rehabilitation is
to increase and enhance the attention level for patients who
suffered from traumatic brain injury (TBI) due to certain
accidents (e.g., car crash, fall, etc...). Several rehabilitation
methods, which perform treatment procedures to patients,
have been reported. However, each method has its unique
approach to achieve the same goal and to improve the overall
result of the patient rehabilitation process. In this paper, the
development of an attention rehabilitation system (device and
method) are reported. It is based on practicing a video game
multiple times to activate the attention area in the patient’s
brain and to stimulate the patient’s willingness to increase
his/her effort to win the game. The device and the
corresponding game techniques are non-invasive, safe, and to a
lesser degree can be practiced autonomously. The patient can
practice it at home alone or with minimal supervision. In
addition, there are no associated side effects, since no pressure
will be applied on the patient and no medication is required
during the rehabilitation procedure.

Keywords- Attention deficits, Rehabilitation,Videogame, Motion
sensor, Wiimote, Traumatic brain injury, Wireless data collection

I INTRODUCTION

TBI is a form of brain injury caused by sudden damage to
the brain. Recent studies show that traumatic brain injuries
contribute to about 30% of all injury deaths, and the leading
causes are falls, vehicles crashes, recreation accidents, and
violence [1]. Patients suffering from TBI face difficulties in
their daily tasks since a part of their brain has its function
disrupted. They also suffer from a lack of cognition for
attention, concentration, processing and understanding of
information, decision-making, communication, problem
solving, organization, reasoning, planning, judgment,
memory, controlling impulse and desires [2]. The extent of
the disruption in the brain depends on the severity of the
injury, whether it is mild or severe.

TBI affects different portions of patient’s brain. It mainly
affects the attention part leading the patient to lose the ability
of gaining particular attention and processing different tasks
simultaneously. This results in problems such as carrying on
long conversations or sitting still for long periods of time [1].
Several treatment methods are used to perform treatment
procedures to such patients and some of them can be
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performed in hospital, specialized clinics and can happen on
an outpatient basis [3]. Some examples of attention and
concentration rehabilitation are cognitive rehabilitation
therapy, attention process training, and Tomatis attention
assist method [4]. These rehabilitation methods are based on
training the patients on functional and educational activities
by using tools such as classical music or simple exercises.
On the other hand, many patients who suffer from TBI will
have psychosocial symptoms along with their poor
concentration, such as anxiety, anger outbursts, and
personality changes [5]. Rehabilitation procedure is going to
be hard to perform on such patients, due to the difficulty to
deal with their reactions and personalities, especially when
the therapy is outside their home and in an unpleasant place
such as the clinic or the hospital. Moreover, such patients
may refuse to follow directives on what they should do for
treatment such as the instruction of the therapist or nurse. In
this work, we report the development of a device for the
rehabilitation of attention and concentration deficits. The
patient can practice at home, and this new method is totally
safe, effective and easy.

In Section 2 of this paper, we describe an attention and
rehabilitation procedure that is usually done on the TBI
patients. In Section 3, a definition and explanation of the
software used in this system is stated. In Section 4, the
system methodology and components are clearly identified
where the proposed workflow is divided into three main
parts to simplify the procedure of this system; also, the steps
of how the patient can use this device are stated. In Section
5, the results of testing this system on a TBI patient and on a
normal person are explained with a brief comparison
between these two test cases and determination of the
acceptance criteria. In Section 6 we present a summary and
conclusion of this new rehabilitation method and state what
differentiates it from the new technologies.

II. REHABILITATION OF ATTENTION

Bennett et. al. present the definition of attention as “the
ability to focus on certain aspects of the environment that
one considers important or interesting and to flexibly
manipulate this information” [5]. In other terms, attention is
the prerequisite of enhancing the memory and increasing the
brain functional activity. It actually plays an important role
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in the behavior of certain person by making him/her more
socially active in communicating with others. In addition, it
increases the person’s ability to selectively concentrate on
specific information from the surrounding while ignoring
other things. Furthermore, it induces quick interpretation and
understanding of a problem with finding solution faster than
others.

The rehabilitation of attention is the ability to restore
concentration skills and activate focusing in the brain.
Games, activities, and tasks can play an important role in
activating the attention, enhancing the focus and the
perceptual skills. There are several methods for rehabilitation
of attention. However, a general procedure outlined in Figure
1 can be considered typical. This procedure includes six
steps that starts with an examination of the patient’s brain to
determine the amount of the damage. This assessment is
based on studying the function of the nervous system and
evaluation of cognitive functions such as attention or
memory. In other terms, it is called neuropsychological
assessment [7] and it must be done prior to the treatment.
Based on the results of this test, a series of cognitive and
rehabilitation processes are administered to the patient. At
the end of this procedure, an evaluation is performed to
check the progress and consequences on the patient’s brain
functions.

PRE
Start
neuropsychological
Treatment
assessment
Rehabilitation
: Cognitive Profile
Sessions

POST

. End
neuropsychological
Treatment

assessment

Figure 1. Typical rehabilitation general process [7].
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Another important factor to be considered along with the
neuropsychological assessment results is the age of the
patient. The importance of this factor lies in its direct relation
to the patient’s brain function. The damage of a young adult
brain might be totally different than that of an older person.
After collecting all these information from patients,
rehabilitation sessions are administered based on their cases.
A recording of the patients’ cognitive improvement is
compiled to produce a comparison between the pre and post
neuropsychological assessment.

Ill.  TooLs AND METHODS

This system described in this paper provides a way of
introducing patients with lack of cognition resulting from
serious brain injury, brain tumor or head trauma to the first
steps of rehabilitation. The system includes a hardware
control device based on the MindFlex™ headset to record
the brain’s activities. In addition, a Wii-Mote™ is used as an
free guiding device that the patient uses to control the game.
The Wii-Mote™ can provide haptic feedback to the patient
signaling certain events. The patient uses the headset control
along with guiding device in order to move the grasping
mechanism in the game (software part of the system)
towards a ball with a specific color. By focusing
concentration, the patient can initiate the grasping
mechanism. The concentration threshold level is usually set
by the rehabilitation technician. The aim of the game is to
put a certain number of colored balls in their color associated
basket. As the patient brain’s abilities improve throughout
rehabilitation, the technician increases the difficulty level of
the game by changing the concentration threshold.

A. System Architecture

As described above the brain activities are recorded by
the EEG sensors built into the MindFlex™ headset. The
headset is outfitted with a Wi-Fi module (ESP8266 based
ESP-01). The module retrieves the data stream from the
headset via its serial port and echoes the data wirelessly via
UDP (User Datagram Protocol) datagrams to a computer.
The Wii-Mote™, used to record the patient’s hand
movement, connects wirelessly as well via Bluetooth. The
wireless connections free the patient from any wiring
harness and thus allow for more ergonomic set-up.

The computer collecting the data runs the main software
application. The application collects the data sent from the
headset as well as the patient’s hand movement data
recorded by the Wii-Mote™,

In addition the application controls both the game’s
engine and GUI (Graphical User Interface). System block
diagram is shown in Figure 2.

B. Software Application

The software application is written in Processing™
language. Processing™ is an open source programming
language built for the electronic arts, it is a flexible software
sketchbook and a language for coding [8].
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MindFlex o ESP.01
Headset )
Serial
Wi-Fi l
Wii-Mote™ —» Computer
Bluetooth

Figure 2. Proposed system architecture

This application can be used at home, hospital, clinics or
any comfortable place for the patient. It is important for this
application to be used in an area where there is dimmed light
interface with the Wii sensor bar in order to have the optimal
rehabilitation process and result of the application. The steps
to follow are:

1- The patient/therapist will turn on the computer that
we have already installed on the game.

2-  The patient will wear the MindFLEX headset and
turn it on by the button on the left side of this
headset.

3- The patient/therapist will open the MindFLEX
game icon.

4- The patient/therapist will click on the wireless
connection network and click on MindFLEX to
connect it with the game software.

5-  The Wii sensor bar is connected to the computer
through USB port and the Wiimote is paired with
the computer by running the Wiimouse program.

6- The patient can sit or stand holding the Wiimote in
forward direction toward the Wii sensor bar.

7- The patient can start the game and control the
movement of the mouse cursor by holding the
button A on the Wiimote, which is equal to the left
click on a regular mouse.

8- The patient can press only the button A of the
Wiimote in order to move the ball and he/she can
move his/her hand left or right to determine the
direction that he/she wants to move the ball in.

9- The patient cannot catch the ball unless his/her
concentration threshold exceeds the concentration
threshold set (by a slider) in the game scheme.

10- The therapist usually determine this concentration
threshold based on the patient’s progress but any
patient can start with setting the concentration
threshold to 50,which is the minimum average. The
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patient can play this game as much as he/she wants
per day with no force applied on the patient; in the
therapeutic stages, it is better to keep following up
the recording of the patient’s concentration progress
daily.

Depending on the threshold of concentration level taken
from the patient, the ball in the game will be captured by the
Wii Mote control gesture only if the concentration value
above a certain threshold value in various stages of the game.
As the patient goes through each stage the stage difficulty
goes harder with more obstacles and high concentration level
is set while a counter is recording the progress of the patient
to provide the data needed for monitoring the effectiveness
of the rehabilitation game program on patient activity (see
Figure 3).

Figure 3. Game graphical user interface

IV. RESULTS

This method was tested on patient who suffers from lack
of attention; also it was tested on normal person. As for
normal person, he passed the first two levels with less time
than that of the patient with attention deficits and the
concentration threshold was set to 60, but there were some
difficulties to pass the third level. Patient with attention
deficits could finish the first stage where no obstacles are set
in the game scheme, level 1, and the concentration threshold
was set to 50 as it is considered the minimum average that
such patients must easily reach in order to catch the ball in
the game. It took this patient more time to finish the next
level where obstacles are present; however the concentration
threshold is still set to 50; and at the end it was so hard for
this patient to finish the third level where three obstacles are
present in the game scheme. It is important to know that is
not necessary to force the patient to finish his/her level, time
is not set for the patients and at the end we are trying to
encourage him/her to concentrate not to leave him/her
disappointed. The purpose of this rehabilitation is to train the
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patient no matter how much time he/she took in this process
in order to get the best result.

V. CONCLUSION

In this work, a new rehabilitation method of attention
deficits is devised for TBI patients. It consists of series of
brain signals detection, processing and analyzing data. The
result of processing showed to be a very effective way to
stimulate brain functional activity and enhance the patient’s
attention level. The use of simple tool to communicate with
the game added a specification to this technique and increase
its effectiveness compared to other rehabilitation methods.
The use of this technique allows the patient to be self-active
by coordinating the concentration activity with movement of
hand to get through the levels and enhances the divided
portion of attention type whereas the other methods lack that
coordination and only focus on the focused portion of
attention types. The main advantage of this rehabilitation
method over other new technological devices like the smart
phones with the free applications that may play role in
activating the patient’s brain, is that they missed the
concentration monitor; for example, the puzzle game
application, may help the patient to regain his/her
concentration skills but there is no recorder for how much
he/she is concentrating and if he/she is making a progress or
no. When it comes to medical field, a real and concrete
values and results must be present in order to diagnose the
patient and know how he/she can be treated.
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TABLE I.

HARDWARE COMPONENTS OF THE SYSTEM

Components

Functionality

™ ¥

Mind-Flex Headset

Embedded with an EEG sensor measures
brain activity and a Neurosky chipset
transmit brain signal.

ESP8266 chipset

Attached to the MindFlex headset. Sends the
brain activity signal to the computer via
wireless connection.

Computer

Connect to the ESP8266 chipset to receive
brain signal activity. Contain processing
software for processing incoming brain data
to control designed game.

Wiimote controller

Connects to the computer through Bluetooth
connection. Track the movement of the
patient to direct the grapping pointer in the
game.

Wii sensor bar

An IR transmitter to be detected by IR
camera within the Wiimote. Used to set the
range of motion for the Wiimote controller.
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Abstract—Software tools that manage structured data are
predominantly confined to mainly two tools: spreadsheets and
databases. Investigation in the medical field shows that the
experience with either tool has not been satisfactory. While a
spreadsheet offers flexibility to manipulate the structure of
data and can be operated by the end user, it is too limited for
extensive data in term of size or complexity. Databases are
suitable for moderately complex data that can be large in size,
but are costly, take a long time to stabilize and can be only
implemented by programmers. These limitations are due to the
rigidity of the data model based on arranging data in a tabular
form. In order to address this issue, we investigated the frame-
based-knowledge-base data model (ontology) from the artificial
intelligence literature. This model seems to be more effective
and efficient in managing medical research data. To operate
using this model, we used Protégé, an open source tool that
offered a near database like functionality.

Keywords-Database; Ontology; Data Management;

l. INTRODUCTION

Data management is one of the most classical areas of
computing. In the last 30 years, no new data model could
challenge the dominance of the relational model. But how
good is this model in managing the kind of domains that are
conceptually complex, small in size and with continuously
changing structure—something we call personal data
management? Our investigation in a hospital was that the
industrial tools based on the relational model are not
satisfactory in managing the kind of data that needs to be
collected. Existing database systems have several critical
shortcomings that prevent using them directly to process
such data. They are too heavy-weight and slow, devoting
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much complexity to handling tasks that might be irrelevant
to the healthcare domain [1].

Interestingly, we identified a more suitable model that
has been there for long time in the dust of artificial
intelligence (Al) arena. Frame-based-knowledge-base that
date back to the early days of Al provided a superior data
model for medical data management.

A. Available Tools and their Data Model

Practically, available software tools to manage structured
data are predominantly confined to two classes: spread sheets
and software/database applications.

1) Spreadsheets: On one hand, a spreadsheet is very
flexible for creating data models and thus managing data; it
is personal built with specific and exact data in mind. Any
user with computer literacy can create a tabular list of
attributes as columns and actual data as rows. Although a
very primitive model, the enormous usability functions and
features done by Microsoft on Excel have considerably
stretched the limits of what this model can handle. Features
like auto filter, auto repeat, dynamic forms and pivot tables
touch on many of the functionality that are typically afforded
by special purpose software applications.

Yet, these limits did not stretch far enough; data
representing several classes/concepts have to be de-
normalized to fit the tabular form of a spreadsheet. This de-
normalization will increase almost exponentially the
redundancy of data. For example, for a one-to-many relation
between a professor and students, the complete data of the
professor has to be repeated for every student (what an SQL
will transparently do in inner join). The common practice
and a fundamental principle of building spreadsheets has
been normalization, which is a way to build a data model that
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has the properties of simplicity, non-redundancy, and
minimal maintenance [2]. Violating the principle of
normalization may create confusion and is far from well-
established norms and standards.

2) Databases: On the other hand, software applications
based on relational database are suitable to handle
moderately complex data that can be very large in size.
Theoretically, with enough programming efforts, any data
domain can be modeled in relational form with minimum
redundancy. However, like any other software, database
solutions are costly, take a long time to stabilize and can be
done only An by very specialized people; the programmers.
This work can be tedious and needs to be done before users
can start focusing their attention on the issues that they
should be really working on [3]. The end user has little
control over adapting the database to the change in
requirements that are inevitable in most real world settings.

Microsoft, that stretched the personal Excel into the
professional database side, did also try to stretch Access to
the more “personal tool” side. But experiences show that
there was little success on both sides. Excel still fails when
data get to certain size, and Access applications also begin to
need full-fledged programmers when requirements bypass
the most common scenarios.

It becomes evident that there is a gap between simple
knowledge suitable for spreadsheet and costly database
application. Thus, there is a need to provide a personalized
tool that can manage the complex data space. In order to
bridge the gap, we propose and define a personal data
management tool that allows the end user to control the
structure of data, to enter data and retrieve it without the
need for a programmer.

B. Data models

In our opinion, the problem is not in the usability of the
tools but rather in the inherent limitations of the data model
used in both of spreadsheet and relational databases. This
model, based on arranging data in tabular form where all the
knowledge space has to be squeezed in between columns and
rows, has limited modeling expressiveness all often creating
semantic gap with the domain it is modeling. Usually this
gap is alleviated either by redundancy as in the spreadsheet
or by complex programming as in the database. In this paper,
we investigate the little-known frame-based-knowledge-base
data model as an alternative approach to commonly used
data models. This is an attempt to have a more consolidated
base for scattered data; something that would be a must in
the near future as elaborated by Tim Berners-Lee (2005): “It
is about the data which currently is in relational databases,
XML documents, spreadsheets, and proprietary format data
files, and all of which would be useful to have access to as
one huge database.” [4]

Section Il outlines the data experience including
spreadsheet and database experience. Section Ill presents a
review of the modeling process adapted in this paper.
Section IV introduces the concept of ontology. Section V
discusses the experience with Protégé. Section VI concludes
the paper and provides recommendations for future work.
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Il.  THE DATA EXPERIENCE

The data requirement for medical research domain has
been for long recognized to be demanding [5]. Our recent
experience in a hospital was a perfect example of hitting the
relational model limits. The type of medical data that needs
to be collected in a hospital is very versatile. Data need to be
collected about different objects each with specific attributes
in addition to other common attributes. An example of such
data and objects includes neuro-imaging parameters (e.g.,
regional neuro-anatomical and metabolic variations),
neuropsychological testing, clinical features, laboratory
measures, and genetic studies. Managing this sort of
information has been found to be challenging. Next, we
describe how the hospital in question tried to manage this
data and what kind of challenges it faced.

A. Spreadsheet experience

To save and retrieve data, spreadsheets were initially
used in the hospital that we studied. Experience with
spreadsheets was satisfying on a smaller size data space.
New attributes can be added instantaneously (new columns),
data manipulation (add, edit, delete) were trivial and there
were no complex space to worry about (e.g., no table
relations), they just added columns and rows. Querying was
particularly satisfactory using the auto-filter and pivot tables
that answered almost all the queries.

Almost any new data requirement could be met by
adding new columns, but this could not continue forever. In
one spreadsheet that tracks medical imaging information and
activities, we reached the “FV” vertical cells (176 cells). At
this scale, the spread sheet became poorly useable and prone
to error. Navigation activities, such as finding the value of an
attribute, understanding the meaning of a column and
identifying valid values became increasingly demanding and
challenging tasks.

Furthermore, redundancy became a major concern due to
the lack of normalization. To add the data of a new image
(about 10 new attributes), all other attributes related to the
subject need to be repeated. Moreover, as the same column
needs to be used for different classes of images having
different attributes, it was confusing to identify which
attributes (columns) are relevant to the current images and
which are not applicable. This issue is related to the lack of
inheritance support.

B. Database experience

After the spreadsheet reached its limit, we moved the
data from spreadsheet to custom software based on
databases. The database approach did not yield any more
satisfactory experience. From a development perspective, the
suitability issue of relational database models and
normalization for complex domains is well-known (e.g.,
producing a plethora of tables) [6].

More importantly, from the user perspective, the main
concern was due to the logistics of database development.
This development requires that changes should be contracted
to programmers who are not familiars with the data domain.
This necessitated a time consuming knowledge transfer task
to these programmers.
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In our setting, requirements keep evolving as new ideas
and observations are brought in. Continuously, there were
attributes that are added or removed and values that were
reengineered.

Following a rigorous change management process, the
change requests created by the evolution in data requirement
were more frequent than what the programmers could handle
and the time needed in a typical software change was more
than users could tolerate; so much so that they eventually,
users regressed to spreadsheets.

I1l.  REVIEWING MODELING

As we came to the conclusion that the tabular
(spreadsheet) and the relational models (database) are
unsuitable for our data management requirements, we began
looking for alternative models.

In general, the quality of any modeling technique is
related to how much it can faithfully represents the
interesting knowledge of the domain it is modeling. The
notion of semantic gap [7] has been used to describe this sort
of quality. A semantic gap, desired to be minimal, refers to
the difference between the way knowledge to be encoded is
naturally specified and the syntax of the computer
representation used to do the encoding. A minimal semantic
gap means that the knowledge of a domain can be
“paralleled” in a computer representation without applying
additional constrains.

In the database literature, the schema design is called the
logical design, which is preceded by a more permissible and
flexible form of design called the conceptual design. This
latter design exhibits the highest fidelity to the real world
domain (minimum semantic gaps). To bridge the impedance
mismatch between conceptual and relational (logical) model,
some relational constrains need to be applied on the
conceptual model to produce the logical model.

The conceptual design corresponds mainly to OO-UML
(Object Oriented Unified Modeling Language) class
diagrams (or entity-relationship diagrams) and it is
sometimes called domain modeling or analysis modeling [8].
It models a domain faithfully regardless of the technology
that will utilize the model (a UML class diagram can be the
input for schema as much as for OO software). Such a
design is typically extracted from a conceptual data model,
which is a representation of organizational data. The purpose
of a conceptual data model is to show as many rules about
the meaning and interrelationships among data as possible,
independent of any database management system or other
implementation considerations [2].

A direct data tool that can parallel a conceptual design
should satisfy our modeling requirements. What we needed
exactly to satisfy our data management requirement is a
personalized tool that can faithfully model our complex data
space by paralleling its conceptual model (especially
inheritance) and still be personal enough to avoid to the need
for costly programming cycles. Note that by personal we
mean the ability of the user to modify the data structure
himself (like it is in spreadsheets) without the need for a
programmer help (like in databases).
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IV. FRAME BASED KNOWLEDGE BASE (ONTOLOGY)

It was interesting to find that one of the oldest
technologies that appeared in the early days of computing as
part of the artificial intelligence literature was the most
satisfying technology. The frame-based-knowledge-base,
also called ontology, offers a very semantically rich data and
knowledge representation by acting as the semantic mediator
for heterogeneous databases [9].

Using one of the many available ontology editors,
ontology could represent knowledge and data in a way that
accurately parallel the conceptual model. In fact, an ontology
editor with sufficient graphic capabilities can replace any
conceptual design tool.

Like a class diagram, ontology permits the user to define
classes (called concepts in the ontology jargon) and attributes
(called slots), even methods in a class diagram can have
“daemon” counterparts. An inheritance hierarchy can be
created in between classes by means of a binary relation over
entities called ISA relation, and even attributes can be
inherited to create sub attributes [10].

With an ontology editor, the user defines an ontology for
the data space being modeled. However, unlike other forms
of design, the implementation of the design is
instantaneously available. By allowing the creation of
instances of classes, an ontology editor allows the user to
enter the actual data in a simple interactive manner. In some
ontology editor like Protégé [11] that we choose to use after
evaluating several other editors, the Ul input forms are
dynamically generated by the editor to represents a
controlled interface for the data corresponding to the class
attributes.

For example, to create a data structure to manage
information about a person, we can use Protégé to create a
“person” class. Then we can add attributes to concept person
such as name, gender, and married status. In return, Protégé
will automatically generates a Ul form that permits the user
to start creating person instances and that contain Ul controls
to enter data for the person’s attributes: a text box for the
name, a combo to select “male” or “female” (these are the
possible values that were assigned during gender attribute
definition) and a check box for the Boolean married attribute.

Creating ontology, thus, was an interwoven and iterative
activity of creating conceptual models and entering the data
instances for the concepts. The end product is the ontology;
an artifact that describes both the abstract conceptual
knowledge and the actual data instances. This conceptual
annotation and organization of data around the conceptual
model has much facilitated the manual navigation and
exploration of data. Data instances are explicitly connected
to their actual level of abstractions - the concepts (classes).
This provides logical data independence, using high-level
abstractions to shield the user from the complexity of the
underlying hardware and software platforms [1].

V. EXPERIENCE WITH PROTEGE

Although Protégé was satisfactory as a technology
platform, we note that several issues arise when users that
are used to simple data model have to work with something
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as complicated as an ontology. Next, we highlight and
discuss the advantages and disadvantages of such approach.

A. On The Intellectual Experience in Ontology Editing

Conceptual models were never trivial to do, many design
decisions are conceptually perplexing such as grouping the
decomposition into classes and the location of attributes;
unlike the typical simple columns adding in spreadsheets.
Not any Excel user would be an ontology editor, as the
sophistication of the ontology model requires equal
sophistication in users. Classically, this task has been
assigned to a specific kind of users commonly called the
“knowledge engineer”.

Yet, despite the sophistication required in users that
reduces the level of personalization (as many user may
requires professional helps or training compared to Excel),
using Protégé is still very advantageous over the database
programming model.

First, any modification of the conceptual model would be
of minimum cost. In Protégé, most modifications can be
done by simple drag and drop within the integrity constrains
(e.g., moving an attribute to super or sub classes).

Second, the utilization of the conceptual design is instant
and iterative. The user can be entering new instances just
after a class and at least one attribute is created. The cycle
between conceptual design and instance creations has been
observed to be frequent initially but stabilizes after a while
thus reducing wasted time. This iteration is of minimum cost
compared to the programming models where any
modification will jeopardize the stability of the whole system
and incur high costs due to extensive system validation and
verification (quality assurance).

B. Protégé Evaluation

We found Protégé to be an adequate solution of our
current medical data management requirements. Data
navigation and exploration has improved drastically. By
providing the inheritance capabilities, Protégé solved the
issue with the horizontal growth of data in term of attributes
that represent the conceptual complexity in data as depicted
in Fig. 1. Common attributes are stored in the high level
classes and only specialized one are associated with sub-
classes.

Phattmacy
> Clinie:
v Huospital

Mame Cardinalty

Employes
v Patient
» InPatiert
v OutPatiert
v Wistt
Clinicalyisit
Emergency'visi
v QA
v Incident
Complaint
MedicalError
Safety accidert
v Indlicator
ERVVaitTime

Figure 1.

Copyright (c) IARIA, 2016.

M Classificstion

i) DischargeDateAndTime
i) Doctorhiame

i) ErtryDateAndTime

i) HospitalCode

() Hospitalkame

() Mz clicalumber

([ other_information

(i) phane _number

M Traigelevel

created and managed.

single
single
single
single
single
gingle
single
single
single
single

ISBN: 978-1-61208-511-1

String
String
String
String
String
String
String
String
String
String

Instance hierarchy and data navigation capability visually

Yet, the size of our data is still within the limit of what
can be explored and navigated visually. We are not sure
how much this approach can handle the vertical growth of
data (increase in size) where querying and not navigation
would be needed.

In particular, we note that Protégé query mechanism is
confined to inter-class conditions (query the instances of one
class). This does not represent a shortcoming of the model as
much as for the tool. Ontology languages such as RDF,
offers full-fledged intra class querying capabilities (compose
a condition that utilizes the attribute of more than a class).
Although RDF is supported by protégé as a plug-in, the only
way to utilize it is by writing queries whose complexity is
beyond most end users expectations.

VI. CONCLUSION AND FUTURE WORK

As frame-based-knowledge-base existed for long in the
research community, there is an increasing need to transform
such a rugged research idea to a tool that meets the everyday
requirements and needs of a data user. It is not surprising that
frame-based-knowledge-base and ontology mean the same
thing since the research community largely failed to envision
any utilization of this technology outside the classical
artificial intelligence domains and utilizations. A quick look
at the knowledge base projects performed with Protégé [12],
the leading ontology editor, shows how classical and purely
research-oriented established foundations are still dominant
for this kind of work.

While excellent data models exist at the basic level of
technology, such as XML (Extensible Markup Language)
and RDF (Resource Description Framework), which is an
XML based ontology language; user-friendly tools for the
common tasks in the industry like personal data management
are still widely missing.

In our domain (medical research) like many others, data
is very valuable and expensive; it is paramount to make the
best use of this asset. Rich knowledge representation can
help capitalizing on this data by offering models that
facilitate finding best conclusions out of this data.

Encouraged by the success we encountered with Protégé
in meeting our data requirements, we started to develop a
tool that have the advantages of protégé and solve some of
its disadvantages. The Personal Knowledge Manager (PKM)
is a tool that permits the user to define his data schema and
instantly use it to enter data in an Excel like simplicity. It
supports inheritance and different table/concept yet it
provides a very similar experience to Excel users.
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Abstract—Access control is ideal for managing access to infor-
mation and controlling legitimate user activities by mediating
every user attempt to access a system resource. However, in a
collaborative environment, the biggest challenges with deploying
access control are deciding on the extent and limit of resource
sharing as well as difficulty with editing, managing and updating
access control policies. In our previous work in the area of access
control, we proposed a work-based access control (WBAC) model
that strikes a balance between collaboration and safeguarding
sensitive patient information. The current study extends on that
work by demonstrating how eXtensible Access Control Markup
Language (XACML) is used to express WBAC policies. We
explain the WBAC model for cooperative healthcare systems,
implement the WBAC profile using XACML 2.0, specify per-
missions and define all authorization policies. We examine the
access policies and show how the WBAC model simplifies de-
centralized administrative tasks (e.g., changing of team members
and shifting responsibilities), thus enhancing the practicability of
access control in dynamic collaboration environments.

Keywords—Access control; Collaboration environments; Health-
care.

I. INTRODUCTION

Access control policies play an important role in ensur-
ing that the information flow between authorized entities is
controlled while preserving resource security in the face of
inappropriate access [1]. Access control policies specify which
authorized entity (e.g., user or organization) can perform what
operations (e.g., read and write) on specific resources (e.g.,
files on electronic health records (EHRSs)).

In collaborative environments such as healthcare, it is not
easy for classical access control models like Role-Based Ac-
cess Control (RBAC) [2] and Attribute-Based Access Control
(ABCA) [3] alone to specify authorization constraints due to
the complexity of a continuously growing as well as changing
number of users and medical records. In addition to a lack of
granularity, manageability and flexibility for the specification
and maintenance of policies [4], [5]. Moreover, inconsistencies
between the access control policies of various individuals or
organizations are a common challenge [6]. It is important to
understand whether and under what circumstances resources
can be shared during collaboration and how collaboration
can be achieved securely in the presence of inconsistencies
between collaborating participants [7]. Changing participants is
another challenge in access control [8]. Access control policies
for centralized environments do not address the dynamic
changes of participating groups in distributed environments.

The possibility of information leaks caused by improperly
designed authorization policies consequently increases. Thus,
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some extra authorization constraints should be added to tradi-
tional authorization mechanisms to prevent information leaks
caused by inadequately designed policies. Moreover, access
control policies must be flexible and configured to control the
dynamic interactions during collaboration [9], [10].

In this study, we demonstrate and implement an access
control model for a collaborative healthcare environment to
support diverse domains of data authorization management
with various constraints. The implantation is built based on
eXtensible Access Control Markup Language (XACML) [11]
using a Work-Based Access Control (WBAC) model [12], [13],
[14] (works by one of the current authors). The aim is to
simplify decentralized administrative tasks and thus enhance
the practicability of access control in dynamic collabora-
tion environments. WBAC introduces the team role concept,
and modified the user-role assignment model from previous
works [15], [16]. WBAC handles access control based on
collaborative work and team member assignment. The team
is segregated into strategic, action and management groups
depending on the contributions to the collaborative work.

The remaining parts of this study are structured as follows:
Section II presents a background of XACML and usage
scenarios of collaboration and healthcare data sharing. Section
IIT demonstrates the modeling structures, authorization con-
straints, request model and policy model. Section IV presents
the experiments and results. Related works, discussion, con-
clusions and future work recommendations are provided in
Section V.

II. BACKGROUND

In this Section, relevant work underlying the current study
is discussed. First, the XACML framework is briefly intro-
duced, followed by concise usage scenarios to better under-
stand collaboration in the healthcare domain.

A. An Overview of XACML

XACML is a standardized policy language by OASIS
[11]. It defines the architecture, policies and messages of an
access control system. XACML is a powerful and flexible
policy language for heterogeneous distributed systems and is
a general-purpose access control policy language [17], [18].
According to the reference XACML architecture shown in
Fig. 1, the XACML model contains the following main entities
[19]:

e  The Policy Enforcement Point (PEP) is an entity that
intercepts a user’s request to access a resource. The
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PEP forwards the request to the PDP to obtain the
access decision (permit or deny). PEP then acts on
the received decision.

e The Policy Decision Point (PDP) is used to evalu-
ate access requests against authorization policies and
makes decisions according to the information con-
tained in the request before issuing access decisions.

e The Policy Information Point (PIP) acts as the source
of attribute values, or the data required for policy
evaluation.

o The Policy Retrieval Point (PRP) is an entity that
stores the XACML access authorization policies.

o  The Policy Administration Point (PAP) manages the
access authorization policies.

The XACML core policy structure (Fig. 2) consists of three
components: the rule, policy and policy set [19]. The rule is a
fundamental component of an XACML policy. The rule, policy
and policy set have a target that PDP uses to quickly find the
sub-policy parts applicable to making a decision regarding an
access request. The target contains a set of attribute value pairs
for matching the subject, resource, action and environment, to
check if the given rule, policy and policy set are applicable to
a specific request. Several rules are grouped and encapsulated
into policies and policies are grouped into policy sets. A rule
consists of a condition and an effect that can be either a
permission or denial associated with the successful evaluation
of the rule. A condition represents an expression that refines
the applicability of the rule beyond the predicates implied by
its target. The correct evaluation of a condition returns the
effect of the rule, while incorrect evaluation results in an error
(Indeterminate) or the discovery that the condition does not
apply to the request (Not Applicable).

PDP can use different rules, policies and policy sets to
make a decision for a specific request. Therefore, conflict
might occur between multiple policies when policies offer
different authorization decisions. Thus, XACML provides a
set of combining algorithms for combining rules and policies
to solve a decision conflict between multiple policies [19]. The
most commonly utilized combining algorithms are as follows:
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1)  Deny-overrides: combines the request evaluation re-
sult in such a way that if any rule or a policy evaluated
to deny, then the request is denied.

2)  Permit-overrides: combines decisions such that if
any rule or a policy evaluates permission, then the
decision is permitted.

3)  First-applicable: combines decisions in such a way
that the final decision is made based on the first rule
or policy in the policy file.

4)  Only-one-applicable: This combining algorithm ex-
ists only to combine policy sets and policies. It cannot
be used to combine rules. It returns the effect of the
unique policy in the policy set that applies to the
request; whether Deny or Permit.

Based on the combining algorithm used, PDP computes
the authorization decision corresponding to the given access
request. PDP evaluation is based on the rule, policy and policy
set, for which the PDP returns the authorization decision,
permit, deny, notApplicable or indeterminate. PDP can also
returns to PEP a sequence of actions called obligation that
should be performed in conjunction with enforcing the autho-
rization decision applied to the access request given.

B. An Example Scenario of Collaboration and Sharing of
Healthcare Data

Our implementation is modeled based on a typical user
case scenario adopted from [20] and shown in Fig. 3. A patient
named Alice is recently diagnosed with gastric cancer. Surgical
removal of the stomach (gastrectomy) is the only curative treat-
ment. For many patients, chemotherapy and radiation therapy
are given after surgery to improve the chances of a cure. Alice
enters a cancer-treatment center at her chosen hospital (e.g.,
hospital A). Alice has a general practitioner (Dean) whom she
regularly visits. Upon her hospital visit, Alice also sees an
attending doctor (Bob) from the same hospital. Alice’s health
condition has caused some complications, so her attending
doctor would like to seek expert opinions and consult about
Alice’s treatment with different hospitals (e.g., hospital B),
including Alice’s specific general practitioner who is fully
informed about Alice’s medical history. Note that the invited
practitioners are specialized in different areas, where some are
specialists and others are general practitioners.

In such group consultation, it is noted that:

15



GLOBAL HEALTH 2016 : The Fifth International Conference on Global Health Challenges

Access to various
EHRs

Patient (Alice)

D? Group signature

Singed medical

report i i

1 2

Figure 3. Example scenario of collaboration and sharing of healthcare data

e  Several healthcare professionals from different disci-
plines are involved in various roles to provide patient
care.

e The care team are formed dynamically and can be
readily changed. For example, when Alice’s health
condition causes some complications, her attending
doctor wishes to seek expert opinions and consult with
specialists. As a result of a request for a gastroen-
terology consultation, we assume a gastroenterologist
(Cara) will join the care team.

e Every participant needs to obtain some medical
records based on the health insurance portability and
accountability act (HIPAA) [21] minimal disclosure
principle [20], [22].

e  Sharing and accessing healthcare records with efficient
coordination between healthcare practitioners to per-
form collaboratively is a critical function in access
control models [23]. The main concern regards losing
control of sensitive healthcare records while sharing
them with multiple parties.

The act of managing the collaborative work in a given
scenario must be defined clearly. By default, only the main
practitioner (Dean) should be aware of the patient’s personal
information. The three other medical practitioners with sup-
porting roles receive information based on their contributing
roles (need-to-know principle). The act of managing a partic-
ular collaborative work and how to strike a balance between
collaboration and safeguarding sensitive patient information
were explained in more detail in our previous works [12], [14],
[13].

III. WBAC MODEL IN XACML

The WBAC work model (Fig. 4) [12], [13], [14] postulates
that the entire nature of collaboration can be centralized by the
work concept. Here, each work is uniquely identified [13] and
is connected to three main components: personnel, patient and
resources.

Managing the access control of collaborative work is an
interplay between these components. Every resource in WBAC
is considered a collaborative entity when it is assigned a
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workID. The workID connects the resource to a corresponding
work or project that is done cooperatively. By default, if a
resource does not have a workID, it implies that it is not a
collaborative resource and thus cannot be shared.

Any action that a subject (e.g., healthcare provider) would
do on a resource (e.g., patient EHR) is defined entirely within
the policy. A dynamic policy with dual inclination is proposed
in WBAC [12], [13], whereby the normal policy of enforcing
access control is contained within the main policy. On the
other hand, any policy that mediates between resource sharing
and collaborative work is covered by the collaboration policy.
This way, better access control management is achievable.
The main policy depends on the roles of the personnel in
the organization (e.g., Dean is a general practitioner). PDP
only considers the main policy if the personnel possess roles.
The collaborative policy is dependent on team roles. In this
respect, even if personnel do not have the required roles, they
can still gain access upon invitation to collaborate. The team
role provides a demarcation between the roles of personnel
within a collaboration work and it restricts the role that each
team member can have. A person can have various team roles,
whereby each is tied to a different collaborative work.

A. Modeling Structures

With the WBAC model, the policy is defined as a tree
structure that narrows the combination of attributes presented
in a request. Access to a specific resource is granted when the
whole policy tree has found possible matches to the request;
the result from rule evaluation is then combined upwards to
the outer-most policy using the combining algorithm defined
at that level. The result is then sent back to the PEP.

The XACML structure of our model is as follows:

1)  Subjects, resources and actions are elements defined
by identifier/value pairs. Subjects (e.g., healthcare
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providers) are entities that send an access request to
perform an action (e.g., read or write) on a resource
(patient EHRs). The subject is modeled based on the
minimal number of attributes required to make differ-
ent decisions the policy is built to handle. Examples
of identifiers are role, employeelD, hospitallD and/or
patientID (e.g., a patient for whom the physician is
responsible), to name a few. For the collaborative
part, the information about the subject also includes
the team identifier for the current collaboration work.
As shown in Fig. 5, physician Bob has been assigned
the role of attending doctor in the hospital to perform
some tasks. He is invited to a collaborative work
(work No 1) and is assigned the team role action to
perform some tasks in Alice’s treatment.

Subject (Meta)

Example of subject

Employee
Subject: Collaborator
id: ID
role: String
hospitalID:ID
P employee = {
id = "Bob"

role = "attending doctor"

Collaborator

hospitalID= 123

employee: Employee
teamRole: String
hospitallD: Id
workID: Integer

teamRole = "Action"”
hospitallD: "A"
workID =1

2)

Figure 5. Example of subject attributes

Collaboration members comprise a group of health-
care providers (specialists or general practitioners)
who are invited to a collaborative work (in our case
Alice’s treatment). Based on the given scenario, Dean
is responsible for initiating the work and choosing the
practitioners (team of doctors) who may be required
to attend Alice’s consultation and treatment.

Bob, Cara and Alex joined the team and are assigned
team roles based on the required job functions. Table I
presents the policy data used as an input for XACML.
An action represents the operation that a subject
can perform on a resource, e.g., read and write
operations. In our model, we also consider several
resource attribute as show in Fig. 6. We also assume
the resource are classified into two categories private
and protected (more details about object classification
can be found in [13]).

B. Authorization Constraints

We describe the authorization constraints based on the team
role classification done in [12], [13], [14] and our usage-
scenario (Section II-B) as follows:

The subject (healthcare provider) who is assigned
the primary-doctor role can access both private and
protected resources of the patient for whom he/she is
responsible.

A collaborative work must be active, such that team
members can work on it. Assuming the value set
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Resource (Meta)

Example of resource

PatientMetaHealthcareRecords

Patient record resource

id: WorkID
id: Physician
resourceClassification : String

workID: 1
physician: "Bob"

resourceClassification: Protected

Figure 6. Example of resource attributes

assigned to a work is its identifier, and if there is no
work, the field will not be present in a request.

Only a subject (healthcare providers) who is a member
of the care team and is assigned the action team
role can access private and protected resources, but
only if needed (inevitably). In this model, we assume
the healthcare provider who is assigned the action
team role needs to access private resources because
he/she needs to see a patient on a face-to-face basis to
perform various tasks related to the patient’s recovery.
In this respect, there is a need for the healthcare
provider to know personal and medical information
about the patient to perform his/her duty effectively.
Note that in other scenarios, a healthcare provider who
is assigned the action team role might not need to
know private information about the patient.

Only a subject (healthcare providers) who is a member
of the care team and who is assigned the strategic
team role can access protected resources, which are
approved for collaboration works. This healthcare
provider is predominantly preoccupied with diagnos-
ing the disease, and there is no urgent need for
him/her to know the patient’s personal information.
He/she is responsible for helping the primary doctor
to solve the medical case. In fact, he/she is only
required to analyze the medical situation and suggest
a possible solution. In our model, personnel assigned
the strategic team role are permitted access only to
protected resources (e.g., any resources related to the
current case of the patient).

Healthcare providers who are assigned the manage-
ment team role are responsible for coordinating the
other team members’ interaction by managing meet-
ings and resolving problems with conflicting diag-
noses made by other team members. The healthcare
provider does not really need to know the patient’s
personal information. However, he/she must be aware
of the patient’s medical information to enable coordi-
nation. Similar to the strategic team role, personnel
assigned the management team role are permitted
access only to protected resources. The difference
between the strategic and management team roles is
the need for personnel assigned to the management
team role to have access to team member (healthcare
provider) records to be informed of specialist infor-
mation related to the team members (physicians) in
order to coordinate the collaborative work effectively.
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TABLE I. Tabular structure of policy data

Subject Job Function Team Role Object Type Action Permission
Dean Primary Doctor Main role Private and protected | Read/write Permit
Bob General practitioner Action Private and protected Read Permit
Cara Gastroenterologist Strategic Protected Read Permit
Alex Medical coordinator | Management Protected Read Permit

C. Request Model

The XACML request contains the attributes related to
subject, resource and action with their corresponding values.
For example, in our case and as depicted in Fig. 7 we have
attribute Subject:Role and its value General practitioner, and
attribute ResourceClassification and its value protected as
well as an action value write. This information is necessary
for authorization decision-making. When PDP evaluates the
request against the policy, the attribute names and attribute
values are compared according to criteria defined in the policy.

<Request>
<Subject>
<Attribute AttributeId="subject:id" DataType="string">
<AttributeValue>Bob</AttributeValue>
</Attribute>
<Attribute AttributeId="subject:role" DataType="string">
<AttributeValue>General practitioner</Attributevalue>
</Attribute>
<Attribute AttributeId="subject:collaboration:work" DataType="string">
<Attributevalue>1</Attributevalue>
</Attribute>
<Attribute AttributeId="subject:collaboration:role" DataType="string">
<AttributeValue>action</Attributevalue>
</Attribute>
</Subject>
<Resource>
<ResourceContent>
<record>
<patient>
<physician>Dean</physician>
<work>1</work>
</patient>
<classification>protected</classification>
</record>
</ResourceContent>
<Attribute AttributeId="resource-id" DataType="string">
<AttributeValue>patientRecord</Attributevalue>
</Attribute>
</Resource>
<Action>
<Attribute AttributeId="action-id" DataType="string">
<AttributeValue>write</AttributeValue>
</Attribute>
</Action>
</Request>

Figure 7. Example of an XACML access request

D. Policy Model

The XACML collaboration model begins with a top-level
policy set containing one policy for handling a case where the
subject is the patient’s primary physician and a policy set for
the different collaboration cases as shown in Fig. 8.

The top-level policy combines the results based on first
applicability, meaning that if the requesting subject is the
patient’s primary doctor, he/she will get access to records
regardless of collaboration. PDP will receive all policies as
inputs, where each policy has an element known as “target”.
The target element’s attribute values (subject, resource, action
and environment) are matched with the incoming request (Fig.
7) attribute values to decide whether a particular policy is
applicable to a given request. If the request attributes match
the target’s attributes, the policy will be evaluated further. Else,
PDP decides the given request is not applicable to the policy.
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<PolicySet PolicySetId="patient-collaboration" PolicyCombiningAlgId="policy-combining-
algorithm:first-applicable">
<Target>...</Target>
<l--
Policy ensuring that the primary physician has clearance to access medical records
-->
<Policy PolicyId="team:manager:doctor:record:access:policy"” RuleCombiningAlgId="rule-
combining-algorithm:permit-overrides">
<Target>...</Target>
<Rule RuleId="isPrimaryDoctor" Effect="Permit">...</Rule>
</Policy>
<!-- Collaboration Policies -->
<PolicySet PolicySetId="collaboration:policy:set” PolicyCombiningAlgId="policy-combining-
algorithm:deny-overrides">
<Target/>
<Policy PolicyId="thought:policy" RuleCombiningAlgId="rule-combining-algorithm:permit-
overrides”>...</Policy>
<Policy PolicyId="actioneer:policy" RuleCombiningAlgId="rule-combining-algorithm:permit-
overrides">...</Policy>
<Policy PolicyId="Management:policy" RuleCombiningAlgId="rule-combining-algorithm:permit-
overrides”>...</Policy>
</Policyset>

</PolicySet>

Figure 8. Screenshot of top-level policy set

Fig. 9 displays a sample policy (part of the defined policy),
which ensures the primary physician has clearance to access
medical records.

<l--
Policy ensuring that the primary physician has clearance to access medical records
-->
<Policy PolicyId="team:manager:doctor:record:access:policy” RuleCombiningAlgId="rule-
combining-algorithm:permit-overrides">
<Target>
<Subjects>
<Subject>
<SubjectMatch MatchId="string-equal”>
<AttributeValue DataType="string">doctor</Attributevalue>
<SubjectAttributeDesignator DataType="string" AttributeId="subject:role"/>
</SubjectMatch>
</Subject>
</Subjects>
</Target>

Figure 9. Example of a policy ensuring that the primary physician has
clearance to access medical records

While the target element evaluates the applicability of a
policy, the rule element implements the actual authorization
logic. The primary physician policy has one rule as demon-
strated in Fig. 10, which permits access. If the rule’s condition
is evaluated as true, the output of the rule will be “permit”
where the primary physician field in the resource content
patient metadata the same identifier for the subject.

<Policy PolicyId="team:manager:doctor:record:access:policy” RuleCombiningAlgId="rule-
combining-algorithm:permit-overrides”>
<Target>...</Target>
<Rule RuleId="isPrimaryDoctor" Effect="Permit">
<Target/>
<Condition>
<Apply FunctionId="string-equal">
<Apply FunctionId="string-one-and-only">
<AttributeSelector
RequestContextPath="//Resource/ResourceContent/record/patient/physician”
DataType="string"/>
</Apply>
<Apply FunctionId="string-one-and-only">
<SubjectAttributeDesignator AttributeId="subject:id" DataType="string"/>
</Apply>
</Apply>
</Condition>
</Rule>
</Policy>

Figure 10. Example of a rule that defines the primary physician is permitted
access to medical records
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Collaboration policies are divided into three sub-policy sets
from the main policy set, as shown in Fig. 8. Each policy set
is for one specific team role and the rule that applies to this
team role. To evaluate collaborative work, the subject workiD
is matched with that of the resource and must be equal for
access to be granted and combined with other constraints, such
as read or write effect. An instance of one collaboration policy
is shown in Fig. 11. Here, the subject assigned the strategic
team role is granted access (read access only) to the protected
resource type if the workID matches the active workID.

<Policy PolicyId="thought:policy" RuleCombiningAlgId="rule-combining-algorithm:permit-
overrides">
<VariableDefinition VariableId="inSameWork">
<Apply FunctionId="string-equal”>
<Apply FunctionId="string-one-and-only">
<AttributeSelector
RequestContextPath="//Resource/ResourceContent/record/patient/collaboration/work"
DataType="string"/>
</Apply>
<Apply FunctionId="string-one-and-only">
<SubjectAttributeDesignator AttributeId="subject:collaboration:work"
DataType="string"/>
</Apply>
</Apply>
</VariableDefinition>
<Target>...</Target>
<Rule RuleId="protected:resource:rule" Effect="Permit">
<Target>
<Resources>
<Resource>
<ResourceMatch MatchId="string-equal">
<AttributeValue DataType="string">protected</Attributevalue>
<AttributeSelector DataType="string"
RequestContextPath="//Resource/ResourceContent/record/classification"/>
</ResourceMatch>
</Resource>
</Resources>
<Actions>
<Action>
<ActionMatch MatchId="string-equal”>
<AttributeValue DataType="string">read</Attributevalue>
<ActionAttributeDesignator DataType="string" AttributeId="action-id"/>
</ActionMatch>
</Action>
</Actions>
</Target>
<Condition>...</Condition>
</Rule>
</Policy>

Figure 11. An example of one of the collaboration policy ( strategic
team role policy)

IV. EXPERIMENTS AND RESULT

The WBAC model as described in Section III has been
implemented using XACML 2.0. Verifying that this imple-
mentation of WBAC can be used as part of an XACML policy
was done using the Java SunXACML implementation [24] to
run a PDP, testing the policy against different requests. The
experiment assumes that the PDP is configured to be deny-
biased which means that any response which is indeterminate
or not applicable is seen as a deny response.

The WBAC policy was tested by using the attributes based
on the data models shown in Fig. 5 and Fig. 6 to build access
control requests as shown in Fig. 7. Both valid and invalid
values were set for the different attributes to verify that access
was permitted and denied correctly.

The experiments showed that the WBAC model granted
access correctly to subjects matching the same work as the re-
source for the expected cases. Invalid request such as a subject
work with the value 2, while the resource work value set to
1. Since the policy is only implemented with rules needed for
permitting access when requests is matched the PDP responded
with a indeterminate answer, which is interpreted as a deny
response when the PDP is deny biased.
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V. DISCUSSION AND CONCLUSIONS
A. Related Works

Researchers have made the best effort to propose an access
control model that balance between security and collaboration
requirements [25], [26], [27]. A numerous of research trends
on access control approaches have been presented such as
RBAC, ABAC, team-based access control (TMAC) [15], task-
based access control (TBAC) [28], context-based TMAC (C-
TMAC) [16], team task based RBAC (TT-RBAC) [29] and
group-based RBAC (GB-RBAC) [30]. In this Section, we
compare them to understand better the differences between
these approaches. Comparison is imperative and aims at well
defining the appropriate access control model for our model.
The main evaluation criteria for access control in collaborative
system were presented in number of studies [26], [31]. The
assessment criteria with respect to healthcare collaborative
environments as follows:

1)  Personalized permission: Patients must be informed
of the collaboration and should be given the right to
choose who can have access to their records.

2)  Selective confidentiality: Certain patient information
is highly sensitive. Thus, patients should be able to
withhold information that remains confidential.

3) Flexibility and adaptability: Flexibility is the abil-
ity of the access control model to support frequent
changes in policy. Whereas, adaptability is used to
evaluate the ability of the access control to adapt
different healthcare scenarios and environments.

4)  Fine-grained control: the access control model
should support fine-grained subjects, objects and ac-
cess rights. The granular level at which rules can be
applied not only for roles but also for individuals on
one or many controlled objects [26].

5) Groups of users: assignment and revocation: in
collaborative work, common tasks are undertaken by
a group of people (team). Therefore, access control
model supports the notion of team and allows to
specify access rights for teams. Also, the model
should has the capability to revoke rights of subjects
to access objects.

6) Policy specifications: The access control model
should allows for scalability and easy extension and
modifications of access rights of subjects to access
objects.

7) Policy enforcement: The access control model
should provide means that ensures a correct enforce-
ment of the policy or constraints specification.

8) Designed for collaborative Healthcare systems:
This criteria show whether or not the access control
solutions was designed specifically for collaborative
Healthcare systems

Table II summarizes our comparative analysis of the
RBAC, ABAC, TMAC, TBAC, C-TMAC, TT-RBAC, GB-
RBAC and WBAC models to access control. The table make
use of the comparative terminology where "Low”, "Medium”,
and “High” are used to indicate the degree to which the
requirement is supported. Also, descriptive terminology such
as 7 Complex” is used to describe the level to which the
requirement is supported as well as the standard terminology
”Yes”, and "No” have been used whenever it is possible to
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TABLE II. Access control methods comparison

Access Control models A t Criteria
1 2 3 4 5 6 7 8
RBAC No No Medium Low Yes Yes Yes Yes
ABCA No Yes High High Complex | Complex | Complex No
TMAC Yes Medium | Medium Yes Medium Yes Yes No
TBAC No Medium Low Low No Yes Low No
C-TMAC Yes No Medium Yes Yes Yes Yes No
TT-RBAC Yes No High Yes Yes Complex Yes Yes
GB-RBAC Yes No Medium Low Yes Yes Yes No
WBAC Yes Yes High Medium Yes Yes Yes Yes

indicate the facilitation or lack of facilitation of the concerned
the requirement by the access control model.

WBAC is loosely based on RBAC and ABAC models, and
extended with a team role concept. Role and team role are used
in conjunction to deal with access control in dynamic collabo-
rative environments. Therefore, the flexibility and adaptability,
fine-grained control, policy specifications and policy enforce-
ment are the same as the RBAC. Groups of users: assignment
and revocation is similar to TMAC, C-TMAC and TT-RBAC
except that in WBAC, the team is classified based on the team
role . In WBAC, one team can assigned to a collaborative
work in any granularity based on team members’ team role.
Selective confidentiality is well supported by WBAC because,
it is possible to assign a specific object to a each team member
in given team based on the object classification and team
role. we believe that WBAC handles personalized permission
well and meets our expectation of allowing fine-grained access
control as well as enhance the practicability and manageability
of access control in dynamic collaboration environment. That
is, we assume that WBAC is at least as good as RBAC and
ABAC, model in this area.

B. Discussion

To prevent any violation of the access control policy of an
organization, most classical access control models like RBAC
and ABAC define users rights precisely, based on subject
and object elements. When several subjects and objects are
involved, the subject-object model cannot deliver satisfactory
security management. In collaborative environments such as
healthcare, it is challenging to predefine all access needs based
on the subject-object model. One example of such a situation
is explained in our case scenario (Section II-B), which may not
be predictable and it would be hard to express the condition of
who should join the collaboration and when Dean necessitates
collaborative support from other parties. Moreover, in deciding
on the extent and limit of resource sharing, For instance, in
the case of Alice’s treatment, which sensitive data should be
disclosed to an assisting practitioner so collaboration can be
effective, and which should be hidden to safeguard the patient’s
privacy? Another important matter is the correctness of the
policy. Access policy adoption may be limited if the intended
policies are not implemented efficiently and consequently thus
perform poorly.

WBAC was proposed to address these concerns and support
the security and collaboration requirements in access control
[25], [26], [27]. The major contributions of the WBAC model
include ensuring that access rights are dynamically adapted to
the actual needs of healthcare providers and providing fine-
grained control of access rights with the least privilege princi-
ple, whereby healthcare providers are granted minimal access
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rights to carry out their duties. In our case scenario, it was
noted that general practitioner Dean could not solve Alice’s
case alone. He invited a multidisciplinary team including Bob,
Cara and Alex to help. In this team, Dean is the core physician
in the collaborative work and servers as the group manager.
He is responsible for initiating the work (Alice’s treatment
case) and choosing practitioners (group of doctors) who may
be required to attend Alice’s consultation and treatment. This
implies that Dean holds the main role. In other words, he owns
the initiated collaborative work. Therefore, Dean is given a full
access (based on his role as primary physician, Fig. 9) with
regard to patient-related information. Bob, Cara and Alex are
assigned to team roles based on the job function they will
perform in Alice’s treatment. In our previous work [13], we
formally describe and showed how each user joins the team
and how each should be assigned at least one team role; a
team role can be assigned to none or multiple users in many
teams.

In this study, we demonstrated WBAC policies in XACML.
We selected XACML because it has been proven to be adapt-
able to specifying several common access control methods,
such as RBAC and ABAC. Our implementation only covers
access request for medical records resources, but by using
similar matching technique as for the work attribute, it is
possible to extend this to other polices that are also active
during collaboration. An example of this could be for persons
with the management team role, which should also have
access to the personal files like those in the same collaborative
work team.

XACML offers extensibility and pluggability which en-
ables the policy presented in this work to be not only a
standalone policy, but it could also be a small part of a larger
collection of policies. Possible extensions of the base collabo-
ration policy could, for example, be sub-roles of each primary
collaboration roles. This could give even more granularity
for specific cases for example if a medical employee in the
management team role.

C. Conclusions and Future Work

A work-based access control (WBAC) model was pro-
posed, which is suitable for collaborative healthcare systems
in addressing the subjects of information sharing and security.
The aim was to provide a flexible access control model without
compromising the granularity of access rights. In this study,
we showed how XACML can be used to implement the WBAC
model policy and how XACML combining algorithms can be
used to manage the inconsistencies between different policy
sets. XACML has become very popular in both academia
and industry as a standard for combining, maintaining and
exchanging access control policies. It is an architecture for
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evaluating authorization requests and for issuing authoriza-
tion decisions. The experiments we conducted demonstrated
the applicability of XACML to supporting collaborative and
distributed domains in sharing access control of specific re-
sources.

In the future, the plan is to formalize access control

policies and use automated verification tools to verify inter-
esting properties about the WBAC policy as well as detect
consistency using such automated tools. SAT Solver [32] and
Alloy [33] are examples of automated verification tools. The
plan is also to prototype the functionality to be implemented,
to ensure the model’s practicality and evaluate the validity of
the possible difficulties in managing the model during actual
implementation.
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Abstract—As any technology, medical equipments provide
benefits to patients, but they also present significant risks that
can affect and compromise patient safety. In healthcare
organizations, clinical engineering departments play a vital
role in maintaining the safety and reliability of medical
equipments. In order to mitigate failures of such equipments
and control risks, a proper Medical Equipment Management
Program (MEMP) should be established. The purpose of this
paper is to forecast risks by using Failure Mode and Effect
Analysis (FMEA) method and apply it on Monte Carlo
simulation which adds risks analysis to Excel® by @RISK tool.
The data of some medical devices is extracted from a hospital’s
maintenance management system and are identified according
to their likelihood, severity, and difficulty of detection.
However, the results of this mathematical simulation are
integrated in a probability distribution function that enables us
to identify medical equipments risks that affect patients, staff,
and the work environment and reduce them by providing
contingency plans, policies, strategies, and other risk
management tactics.

Keywords-medical equipment; risk management; FMEA;
Monte Carlo simulation.

. INTRODUCTION

As medical technology becomes more complicated, a
MEMP must be deployed in healthcare facilities to ensure
that medical devices operate according to safety, accuracy,
reliability, and performance criteria. Maintenance is one of
the most important processes to improve safety, decrease the
risk of equipment failure, and minimize the unplanned
downtime [1]. However, the money spent on maintenance
and failure of equipment is rapidly increasing because of the
development of many types of complex medical equipments,
the stringent environment they are operating under, and the
lack of proper management.

The management program includes a risk management
process, which comprises the identification, assessment, and
prioritization of risks (defined in 1SO 31000 as the effect of
uncertainty on objectives) followed by coordinated and
economical application of resources to minimize, monitor,
and control the probability and/or impact of unfortunate
events [2]. The causes of the risks are identified and relevant
changes in the system are made accordingly in order to
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reduce the probability of the error occurring in the future
thus reducing harm to patients and providing a safer patient
care experience.

Most healthcare organizations follow the manufacturer’s
recommendations concerning the maintenance program [3].
Campbell and Jardine [4] defined the maintenance
excellence as the balance of performance, risk, resource
inputs and cost to reach to an optimal solution. In the last
decade, maintenance techniques have been notably
improving, but most of the healthcare organizations do not
profit from the maintenance excellence that Campbell and
Jardine established. Moreover, some devices that are similar
in their function and design have manufacturer-
recommended intervals that vary by one or two factors thus
leading to potential financial and time losses. In addition,
excessive maintenance can have the same impact as an
insufficient level of maintenance; moderation should be the
rule.

The status of research on maintenance of medical devices
is presented in different models. A model proposed by
Fennigkoh and Smith [5] classified equipments according to
three parameters: function, physical risks, and maintenance
requirements. It was known later as risk-based inclusion
criteria that allowed clinical engineering professionals to
apply maintenance on limited parts of medical devices.

Ridgway, in the beginning, noted that Preventive
Maintenance (PM) is an important factor in terms of
reliability, but later on, he indicated that PM does not prevent
failure for all equipment and it is not the ideal solution.
However, Ridgway provided methods for equipment
management such as Reliability Centered Maintenance
(RCM). This technique is a corporate-level maintenance
strategy that is implemented in any healthcare organization
to optimize the maintenance program. Endrenyi [6] indicated
that RCM selects the critical component in the equipment
and initiates a maintenance management process to correct
the failure. Further on, he recognized that RCM is good for
indicating the budget and for comparing policies, but it
cannot help in achieving real optimization.

According to Hall [7], the two keys of RCM are having a
good maintenance history of the medical equipment and the
age of the equipment. Furthermore, he indicated that RCM is
applicable for younger equipments. However, to balance
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between preventive and corrective maintenance, Condition
Based Maintenance (CBM) is presented to observe and
forecast real-time status of machines [7]. CBM is performed
when some indicators show that the equipment will fail.

Taghipour et al. [8] presented a multi-criteria decision-
making model to prioritize medical devices according to
their criticality. Furthermore, in terms of prioritization,
Jamshidi et al. [9] developed a fuzzy healthcare failure
modes and effect analysis (HFMEA). HFMEA is a
systematic method that identifies and prevents equipment
problems before they occur by ensuring a safe and clinically
desirable outcome [10].

To minimize risk and optimize the cost-effectiveness of
medical equipment, a maintenance model is suggested by
Khalaf et al. [11]. They evaluated both elements and the
results showed poor performance concerning cost and risk
management. Therefore, Khalaf et al. [12] developed a new
model in order to be used in Palestinian hospitals, which is a
mathematical model that uses a mixed integer based
approach for maintenance operations schedules for medical
equipments. They also proposed a greedy algorithm for an
initial solution for the model. In addition, some data
extracted from maintenance history of infusion pumps and
ventilators were used in a global model that measures the
probability of equipment being available and they were
analyzed using Matlab. However, this model was validated
by developing a model that measures the survival of
equipment as function of maintenance and age of equipment
using survival analysis approach.

The studies reported above proposed models that share a
common theme; different risks are calculated using a single
measure that is defined and applied to lead safety,
performance inspections, and preventive maintenance
activities. These models are simple to use and effective in
reducing general risks; yet they lack the ability to identify
specific risks. They are far from achieving optimal risk
minimization.  Also, research into  comprehensive
frameworks for prioritizing critical medical devices or
outsourcing of medical device maintenance is still in its
infancy. Researchers should apply new risk-based
maintenance models including different new uncertainties to
replace the traditional empirical models. Existing advances
in risk management for other disciplines should be
investigated and taken advantage of.

In our model, a Complete Risk and Decision Analysis
Toolkit from Palisade: “The Decision Tools Suite” is used. It
is an integrated set of programs for risk analysis and
decision-making under uncertainty that runs under the
popular Microsoft Excel®. The main tool that was used is
@RISK, which adds risk analysis to Excel® using Monte
Carlo simulation. The Monte Carlo simulation is a technique
used to understand the impact of risk and uncertainty in
financial, project management, cost, and other models to
identify risks related to medical equipments [13]. FMEA
method was also used to prevent failure of equipments. Data
related to maintenance and failures of equipments was
obtained from a Lebanese hospital to apply it in our proposed
model in order to verify and validate its functionality,
applicability, and performance.
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The proposed methodology is presented in Section II.
The implementation process is presented in Section Ill. This
latter, includes collecting data, and integrating FMEA
method using Monte Carlo simulation. This is followed by
results and discussion summarized in Section IV. Finally, a
conclusion and our further expectations are presented in
Section V.

1.  METHODOLOGY

Medical devices are used in healthcare organizations to
support patient care in terms of health and safety. Currently,
modern medical devices are complex and operate under
severe conditions because of the rapid development and
evolution of equipments due to substantial advances in
technology. Most of the existing strategies in hospitals have
difficulties and challenges in identifying risks and applying
optimal risk reduction activities because they lack proper
management  processes. Therefore, a well-operated
management process could be expected to enhance the
functioning of medical devices across different healthcare
organizations.

The proposed model is meant to identify and assess risks
of medical equipments according to q mathematical
approach using different parameters. It starts with collecting
data concerning medical devices from the healthcare
institution in question; a Lebanese hospital in our case. The
needed numbers such as the likelihood, detectability, and
impact of medical equipment failure are then extracted and
analyzed.

There are several methods to calculate the risk value,
yet the FMEA method is used as the preferred choice in the
current model. FMEA is selected among other methods
because it contributes to improved designs for products and
processes, to cost savings, and to the development of control
plans, testing requirements, optimum maintenance plans,
reliability growth analysis and related activities [14].
Furthermore, it is a well-established and widely used
method in many other disciplines and has been proven to be
effective and efficient by numerous researchers. The FMEA
procedure starts with determining the ways in which the
input can go wrong, and then determining effects for each
failure mode. After that, it identifies potential causes for
each mode and list current controls for each cause.
Consequently, a risk priority number can be determined and
contingency plans and actions should be developed
accordingly.

After applying the FMEA method, it will be integrated in
Monte Carlo simulation tool that includes @Risk toolkit.
@Risk adds risk analysis to Excel® using Monte Carlo
simulation. Then the simulation will be performed and the
results will be assessed to draw a conclusion.

The methodology may be summarized in the following
flowchart:

23



GLOBAL HEALTH 2016 : The Fifth International Conference on Global Health Challenges

Collect data concerning
medical devices from the
healthcare facility (A Lebanese
hospital in this case)

Extract the needed parameters

(likelihood, severity, difficulty
of detection) from the collected
data

Integrate the FMEA method by

defining the extracted parameters as
inputs and the calculated RPN as
output in the Monte Carlo
simulation tool.

Conduct the simulation, obtain,
and dicuss the resutls.

Figure 1. The proposed methodology

Fig. 1 summarizes the required steps to accomplish our
evaluation. Such assessment requires some parameters and
equations.  The derivations of all those relations are
explained in the subsequent sections.

I1l.  IMPLEMENTATION PROCESS
A. Collecting and Extracting Data

First, to apply the FMEA method,
concerning medical devices is collected.
Likelihood of the medical device in this case is the
probability of failure of the machine. Fig. 2 shows the
number of repeated failures per year with respect to medical
devices. These numbers are then converted to a scale of 1-
10 as shown in Table I using the following equation:
Number of repeated failures*(10/ Highest number of
repeated failures)

specific data

35 35

%
1%
13
1111393}’}
HH

T

Refregira
Omnivi

Figure 2. Number of repeated failure.

The scores of likelihood of medical devices failures are
assigned according to the following criteria [15]:
{1, 2}: Improbable, manifestations of the hazard are very
unlikely
{3, 4}: Remote, manifestations of the hazard are possible
but not likely
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{5, 6}: Occasional, some manifestations of the hazard are
likely to occur
{7, 8}: Probable, hazard will be experienced
{9, 10}: Frequent, hazard likely to occur

Severity of medical device is defined as the extent to
which the defect of equipment can affect patients. The
scores of severity are assigned according to the following
criteria [15]:
{1, 2}: Negligible, no significant risk of injury
{3, 4}: Minor, potential for minor injury
{5, 6}: Moderate, potential for minor injury
{7, 8}: Critical, potential for severe injury
{9, 10}: Catastrophic, likely to result in death

Detection is the ability of the current control scheme to

detect and then prevent a hazard from occurring. The scores
of detection are assigned according to the following criteria
[11]:
{1, 2}: Almost certain (detection probability is between 81-

100%), potential hazard will almost certainly be detected
{3, 4}: High (detection probability is between 51-80%),
high chance that potential hazard will be detected
{5, 6}: Moderate (detection probability is between 26-50%),
moderate chance that potential hazard will be detected
{7, 8}: Low (detection probability is between 10-25%), low
chance that potential hazard will be detected
{9, 10}: Remote (detection probability <10%), very remote
chance that potential hazard will be detected

TABLE I. EXTRACTED PARAMETERS.

Equipment Likelihood Severity Dlljf:t(égggnof
Beds 10.00 6 1
Sphygmomanometer 7.43 5 1
Defibrillator 3.14 10 4
Ultrasound 0.57 3 3

All values of likelihood, severity, and difficulty of detection
of equipment were provided by the hospital. Table I shows
the scores of likelihood, severity, and difficulty of detection
for twenty-six medical devices on a scale of 1-10.

B. Integrating FMEA Method in Monte Carlo Simulation
Tool

The parameters extracted from the collected data will be
employed in a systematic technique called FMEA.

FMEA is one of the first highly structured, systematic
techniques for failure analysis. It was developed by
reliability engineers in the late 1940°s to study problems
that might arise from malfunctions of military systems [16].
It is a step-by-step systematic approach for identifying all
possible failures in a design, a manufacturing or assembly
process.
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Failures are prioritized according to how severe their
consequences are, how likely they may occur and how
difficult is it to detect them. The main purpose of the FMEA
is to take preliminary actions to reduce failures, starting
with the highest priority ones [17].

In order to quantify the risk value, a Risk Priority Number
(RPN) is used as a measure when assessing risk to help
identify critical failure modes. The RPN values range from
1 (absolute best) to 1000 (absolute worst). It is the product
of three ratings on a scale of 10 (likelihood of occurrence,
severity of impact, and difficulty of detection):

RPN = Likelihood x Severity x Dif ficultyof Detection

Table Il illustrates the extracted parameters and the
calculated RPN for each equipment:

TABLE Il. CALCULATED RPN.

Difficulty
Equipment Likelihood | Severity Det:gtion RPN
Beds 10.00 6 1 60.00
Sphygmomanometer 743 5 1 37.15
Defibrillator 3.14 10 4 125.60
Ultrasound 0.57 3 3 5.13

After calculating the risk priority humbers, the model is
now ready to be integrated in the @Risk simulation tool.
The first step is to insert Table Il in an Excel® sheet and
define inputs (likelihood, severity and difficulty of
detection) as normal distributions. Usually, high standard
deviation is selected in situations where resources are
limited or gathering real data would be too expensive or
impractical. In this situation, the data is extracted from a
real hospital management system, hence a very small
standard deviation is selected (0.1); as depicted in Fig. 3:

B2 - J | =RiskNormal{10,0.1)

Figure 3. Definition of inputs as normal distributions.

RPN is the output in our model; Fig. 4 illustrates how
RPN is defined as an output in the Monte-Carlo simulation
tool “RiskOutput(“RPN”)”:
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f« | =RiskOutput("RPN")+C2°B2*D2

10.00 6

Figure 4. Adding @Risk output.

C. Simulation and Results

@RISK monitors a set of convergence statistics on each
output distribution during a simulation. During monitoring,
@RISK calculates these statistics for each output at selected
intervals (such as: every 1000 iterations) throughout the
simulation.

As more iterations run, the amount of change in the
statistics becomes less and less until they reach the
Convergence Tolerance [18].

Convergence tolerance specifies the tolerance allowed for
the statistics being tested. For example, the current applied
settings specify that the estimated mean of each output is
simulated within 3% of its actual value [18].

In our model in Fig. 5, we will be performing 5000
iterations in one simulation:

Iterations 5000 - I & %
Simulations 1 - ' E
= o Start  Advanced
E 159 E i.H i.l. E Simulation Analyses -
Simulation

Figure 5. Changing the number of iterations and starting simulation.

At the end of the simulation, the results are integrated in
a probability distribution function. A probability distribution
is a statistical function that describes all the possible values
and likelihoods that a random variable can take within a
given range [19]. This range will be between the minimum
and maximum statistically possible values, but where the
possible value is likely to be plotted on the probability
distribution depends on a number of factors, including the
distributions mean and standard deviation.

- | ] - | - | ©
10.00 6 1

Beds
alli

I ren

Minimum 34,3786
Masimum £3,8284
Mean 53,3969
SwDev 60502
Valoes 5000

30
35
40
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85

w w 9 0
& 7] A 3 3 = &

Figure 6. Results after simulation.
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Fig. 6 illustrates one example of the results obtained; the
risk priority number of hospital Beds (60) is centered
between 49.98 and 70.09 for 90% of the probability
distribution. The x-axis represents the possible risk priority
numbers and the y-axis represents the probability of
occurrence for each probable RPN incrementing by 0.02 on
a scale of 0.1.

IV. RESULTS AND DISCUSSION

The result of the Monte Carlo Simulation via @RISK is
a probability distribution. Figs. 6 and 7 show the probability
density for the chosen examples: beds and defibrillator.
Al @RISK - Output: E7 -

RPN

0.08 4
0.07 4
0.06 4
0.05 4
0.04 4
0.03 4
0.02 4

0.014

0.00

O | S [ah, ¥ k| ¥ 0led] VI RIS <[

Figure 7. Probability distribution for defibrillator.

TABLE Ill. SUMMARY OF THE RESULTS.

Beds Defibrillator
Minimum 34.97 108.23
Maximum 83.82 145.19
Mean 59.99 125.6

The results presented in Fig. 6, Fig. 7, and Table Ill are
interpretable as follows:

1. The mean figure for RPN will be 60 for beds
and125.6 for defibrillator. That means, the
simulated result will be equal to the original
calculated RPN.

2. The minimum figure for RPN will be 36.57 for
beds and 108.23 for defibrillator. This means that
the minimum probability will be lower than the
calculated RPN by 23.43 for beds and by 17.37 for
defibrillator. But these figure are the bottom lines
and will only be achieved if all negative
circumstances would occur. Hence, with a
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probability of 5 %, the figure for RPN will fall low
to 36.57 and 108.23. In other words, with a
probability of 95 % the RPN will not fall below
these numbers.

3. The maximum value for RPN will be 85.69 for
beds and 145.19 for defibrillator. That is, the
maximum probability will be higher than the
calculated RPN by 25.69 for beds and by 19.59 for
defibrillator. But these figures are the upper limits
and will only be achieved if all positive
circumstances would occur. Hence, with a
probability of 95 %, the figure for RPN will not
exceed 85.69 and 145.19. In other words, with a
probability of 5% the RPN will exceed these
numbers.

An additional evaluation is possible to show where an
individual risk has a main influence of the final risk priority
number. Figs. 8 and 9 show the results of those evaluations
as regression coefficients. This indicates that the difficulty
of detection has a huge influence of the RPN of beds and the
likelihood has the higher influence on the RPN of the
defibrillator. Therefore, these risk factors have to be
monitored very carefully within an effective healthcare
management system.

RPN

Regression Coeffidents

Beds / Difficulty of Detection
Beds / Severity 0.16

Beds /Likelihood

Coefficient Value

Figure 8. Regression coefficients for beds.

RPN

Regression Coeffidents

Defibrilator / Likelihood { 0.76

Defibrilator/ Difficulty of Detection 4

Defibrilator / Severity

Coefficient Value

Figure 9. Regression coefficients for defibrillator.
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Finally, a risk severity matrix is employed to raise
awareness and increase visibility of risks so that proper
decisions on certain risks can be made. The risk matrix is
shown in Fig. 10. Once the risks have been placed in the
cells of the matrix that corresponds to the appropriate
likelihood, severity and difficulty of detection, it becomes
visibly clear as to which risks must be managed at what
priority. This is a well-known and widely used tool in the
world of risk management.

Each of the risks will fall under one of the categories, for
which different colors have been used. Here are some
details on each of the categories:

High: The risks that fall in the cells colored in red are the
risks that are most critical and that must be addressed on a
high priority basis. Example: ‘D’ Defibrillator.

Medium: If a risk falls in one of the yellow zone, it is best
to take some reasonable steps and develop risk management
strategies in time, even though there is no hurry to have
such  risks  dealt with early. Example: ‘B’
Sphygmomanometer and ‘C’ Beds.

Low: The risks that fall in the green cells can be minimally
monitored and managed as they usually do not pose any
significant problem. However, if some reasonable steps can
help in fighting these risks, such steps should be taken to
improve overall performance Example: ‘A’ Ultrasound
Machine.

[ A: Ultrasound
[ 1B: Sphygmomanometer

[ 1C:Beds
I D: Defibrillator

N

& 9 3\ g ©

Difficulty of Detection

\@g.q

Figure 10. Risk severity matrix.

After analyzing the results, some recommendations
could be deduced to reduce risks such as having alternative
or redundant devices in the healthcare facility, pay special
attention to the to the life span of the equipment and its
working hours when purchasing used devices, and to have a
well operated maintenance program.
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V.  CONCLUSION AND FUTURE WORK

The rapid evolution of medical equipments had a huge
impact on the improvement and progress of medical
services. Accordingly, medical devices are expected to
operate under stringent safety, accuracy, and reliability
criteria to ensure a protected and efficient environment for
patients, staff, and the surrounding work setting. As such,
this research work provided a new methodology for
identifying and assessing risks based on a mathematical
approach and not only empirical ones. This method results
in a more precise scheme that would most likely reduce the
risks resulting from medical equipments and further provide
proper management practices in healthcare organizations.
Moreover, this model can be integrated in healthcare
facilities to identify and forecast risks according to risk
distribution of Monte Carlo simulation and risk severity
matrix that classifies and prioritizes medical devices risks.

This proposed assessment maybe further enhanced to
achieve risk response development, and risk response
control of medical equipment by developing a complete tool
that can be used in the medical equipment industry across
the world. Thus, manufacturers, organizations, and clinical
engineering departments can use this tool in planning for
maintenance and for the development of medical equipment.
Also, it can be deployed as monitoring system in service at
healthcare facilities where it can provide real time data on
the risks of operating medical equipment. Another venue
for future work in this area would involve further research
in the field of optimal outsourcing of medical devices.
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Abstract—This paper investigates different approaches to
recognising Intellectual Property (IP) in medical data so as to
protect efforts invested in enhancing the usability of such data
through data curation. Sui generis database rights, copyrights
and related rights, the legal regime of know-how all offer
plausible options for protection here. In this paper, we analyse
these options including by reference to a specific EC FP7 e-
health research project (CHIC) and assess the prospects and
potential benefits of applying them in order to protect
investments made in data curation for medical research.

data; data

Keywords-1P  rights; medical

curation.

data rights;

I. INTRODUCTION

In recent years attention is increasingly focusing on the
potential use of clinical health data for medical research. In
principle, such data, recorded in patient or research databases
can be of tremendous value when analyzed, in revealing
linkages, e.g., between environmental and/or genetic factors
and diseases. A major advantage too is that such connections
can often be identified straight from the records, without the
need for further invasive and potentially risky research.

As the potential value of health data becomes better
understood, efforts to monopolize clinical data by exclusive
IP or proprietary rights are also expanding. For instance,
there are cases when the commercial use of health related
data has been asserted under the coverage of database rights
[1]. Patentable inventions have been derived out of the data
of patients and research subjects and successfully
commercialized [2]. The property right in data, generated in
medical research, may also be claimed under contractual
schemes [3]. At some point copyrights may also come to
consideration for monopolizing data in medical domain [4].

However, as a precondition for allowing a significant
amount of clinical data to be usefully exploited, there is an
important initial step required in the form of data curation. In
this regard, as we analyze below, most types of IP protection
are tailored to protect specific objects that have already
passed a certain threshold of maturity (data repositories,
confidential information with assignable commercial value,
etc.); but, as we discuss, none as such guarantees adequate
protection to protect the prior investment made in curating
the data.

In what follows, we begin by describing the data curation
process in medical research in Section Il. Then, in Section
I1l, we consider the key relevant regimes of IP protection
that may apply to protect such activity, namely: copyright
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and related rights, sui generis data base rights, and know-
how protection, as well as reliance on contractual
mechanisms. By way of illustration, in Section IV, we
consider how those regimes may apply to data curation in the
context of a specific medical research project. In Section V
the paper then concludes with some suggestions as to how
curation activity may be better protected in the future.

Il. DATA CURATION

The clinical data provided for e-health research usually
comprises a large mass of data of multiple data types,
formats, words,  figures, numerical  parameters,
abbreviations, etc. From a technical standpoint, data
integration is still a significant challenge for such research.
In this regard, a starting point in the context of curation
might be to see raw data in terms of the ‘given’, which as
yet lacks semantic meaning, with the latter only emerging
through the addition of an interpretive context (which also
marks the change in state from data into information). It is
arguably the technological development and transformation
of raw or incompletely processed data into information (or
the uncovering of additional semantic meaning), brought
about by the curative process, which presents the suitable
object of IP protection.

Data integration is key here, but the format, scope,
parameter, structure, context, terminology, completeness,
etc., of the individual and heterogeneous data are not
standardized, which may affect their quality, and ultimately
their interoperability and integration [5]. This could also
potentially affect collaboration of the different researchers
in this field if they use different semantics and techniques to
describe, format, submit, and exchange data.

The curation required here to ensure the data relates to
and measures the same phenomena with sufficient accuracy
to be usable is a large and painstaking task. It includes the
problem of dealing with incomplete data fields and cross-
checking that various indices were measured and recorded
in a similar way (e.g., images were taken using similar
equipment, co-morbidities were classified using the same
terminology, etc). It is evident too that considerable
expertise and skill is required for it to be performed well:
the curator needs to have a real feel and understanding for
the subject matter in order to make sensible judgments in
resolving various gaps and uncertainties.
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I1l. POTENTIAL IP PROTECTION

A. Copyright and Related Rights

Clinical data comes for the most part from clinical trials,
laboratory results, medical examinations, etc. An example
of the clinical data from the research project is shown in
Figure 1[6]. Such data is usually expressed in some numeric
parameters, figures, words, combinations of such items. The
representation of clinical data in this format is suitable and
useful for digital data processing. However, the isolated
items, be they words, keywords, syntax, figures or
mathematical concepts as such, will not attract copyright.
According to the Court of Justice of European Union
(CJEU), items, “considered in isolation, are not as such an
intellectual creation of the author who employs them. ” [7].
In order to be protected by copyright, the data must
constitute the expression of the original author’s creativity,
which is only present when “through the choice, sequence
and combination of those words that the author may express
his creativity in an original manner and achieve a result
which is an intellectual creation” [7]. The protection of
clinical data by copyright may be acceptable for the medical
reports, written by the physician or the patient and only
when the expression of original creativity is achieved.
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post-chemo.
a ko
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)
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N BV=+113%
/' \p(8V)=+78%

2000}

3
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Figure 1. DWI and ADC mapping of nephroblastoma from different
patients before and after pre-operative chemotherapy. Presented at the
annual meeting of the British Chapter of the ISMRM, September 2012,
provided by Prof. Kathy Pritchard-Jones from UCL. Copied from CHIC
Deliverable D2-2 “Scenario based user needs and requirements” [6].

As may be seen from the image, some data is presented
in visual form and is represented by images. However,
medical images are normally produced by technical means
(such as X-Ray, Ultrasound, etc.) and lack the creativity —
an indispensable pre-requisite for copyright. A similar
standard of copyright and requirement of original creativity
applies to photographic works as well. According to Recital
16 Directive 2006/116/EC [8], a photographic work is
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protected by copyright, if it is original. A work “is to be
considered original if it is the author's own intellectual
creation reflecting his personality”. Other criteria such as
merit or purpose are not relevant for copyright. According
to the CJEU decision in the case C 145/10 REC of Eva-
Maria Painer [9], copyright protects pictures taken by an
individual, exercising free and creative choices, thus
stamping a picture with his personal touch. It means, only
pictures, which are taken by an individual expressing some
level of creativity may be protected by copyright. On the
other hand, images, generated automatically, will lack the
creative input and may not be copyrighted. Since the
images, produced in medical domain, are normally taken
automatically and the process of recording is mostly
completely managed by technical means, such images
normally do not express creativity and do not attract the
protection by copyright, respectively.

Apart from the rights considered so far, in the field of
copyright there are a number of other emerging rights
granted as a response to relevant investment. These rights
are normally provided to the person, who invests in
producing the protectable information. Such rights are
referred to as related rights. Protection by related rights does
not necessarily link to the intellectual creation (as the case is
with traditional copyright), but rather to the economic
investment.

The major rationale for protection by related rights tends
to shift between intellectual creation and investment [10]. A
mixture of artistic creation and investment attracts exclusive
rights to performers in fixations of their performances. The
economic investment constitutes a major factor, which
renders exclusive rights to phonogram producers in their
phonograms, to the film producers in respect of first
fixations of their films, to broadcasting organizations in
fixations of their broadcasts [11].

However, the number of related rights as of now is
rather limited (mostly to those, indicated above). Therefore,
attaching added value to the data enriching, post-procession,
modification, etc., does not constitute the kind of investment
protectable by related rights.

Against these considerations, the protection of clinical
data, which is normally collected in the course of medical
examinations and is represented in some numerical or
technical visual format, by copyrights or related rights, may
not be considered as a practicable solution, because the
requirements for copyright protection in this data would not
be met.

B. Sui Generis Database Right

As a rule, clinical institutions, participating in medical
research, manage and maintain the clinical data in the
clinical data repositories. Some clinical institutions manage
their clinical information and store the results of clinical
trials using Ontology-based Clinical Trial Management
Application (ObTiMA) [12]. Others prefer data
management systems specific to their medical activities.
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Against this practice, an option of protecting the clinical
data under the umbrella of sui generis database rights comes
into consideration first.

The legal protection of databases is provided by the
Directive 96/9/EC of 11 March 1996 on the legal protection
of databases (the Database Directive) [13]. Such protection
is granted in recognition of the fact that constructing a
database requires “investment of considerable human,
technical and financial resources" [13]. The directive aims
to reward and protect such investment by providing the
maker of a database with a sui generis data base right that
places him in a position to prevent unauthorized access and
copying of the database contents, which he compiled. In this
regard, Article 7 Database Directive states:

“Member States shall provide for a right for the maker
of a database which shows that there has been qualitatively
and/or quantitatively a substantial investment in either the
obtaining, verification or presentation of the contents to
prevent extraction and/or re-utilization of the whole or of a
substantial  part, evaluated qualitatively  and/or
quantitatively, of the contents of that database.” The object
of protection in terms of the Database Directive is a
‘database’ meaning “a collection of independent works, data
or other materials arranged in a systematic or methodical
way and individually accessible by electronic or other
means” [13].

Protection of databases by the sui generis right can be
considered as a plausible option for protecting the clinical
data repositories, provided such repositories satisfy the
criteria for protection. For this, the repository must show
significant investment in “the obtaining, verification or
presentation” of its contents.

As regards the scope of the database right, it would
protect the collected data from being copied as a whole or in
substantial ~ part, evaluated  “qualitatively  and/or
quantitatively” and either copied in one action or step by
step [13].

Provided the clinical data repository qualifies as a
database in the meaning of Database Directive and the
clinical institution holds the sui generis database rights, the
institution may stipulate the terms of using the repository
contents as a whole, grant the rights of use under contractual
license, prevent and enforce the unauthorized
extraction/reutilization of the repository contents as a whole
or in substantial part. The holder of sui generis database
rights may leverage how the contents of its repository may
be used, whether the data items may be extracted
(downloaded) and in what scope, whether the data may be
transferred to external parties or whether the data procession
may only be done on its premises.

However, the sui generis protection applies to the
contents of the repository as a whole or in substantial part
and may apply separately and irrespective of protectability
of data items by other rights, such as copyrights. Article 7
(4) makes this explicit, saying that the database right: “shall
apply irrespective of eligibility of the contents of that
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database for protection by copyright or by other rights.
Protection of databases /....] shall be without prejudice to
rights existing in respect of their contents”.

Thus, the holder of the repository may manage the use of
the repository contents as a whole. However, the use of
separate data items in the repository may remain governed
by the terms, stipulated by the data providers and/or holders
of rights in such items. For instance, the access rights to the
datasets, handled as confidential, may require signing of
non-disclosure agreement (NDA) and the use of such data
may be limited and be subject to technical protection
measures, etc.

The options of protection, which potentially may apply
to separate datasets we consider next.

C. Know-how

Because of the high sensitivity of health related data
(and the potential harm from disclosure to the patient’s
interests in privacy, dignity and autonomy), clinical data in
the medical treatment domain is managed under the rules of
professional medical secrecy and subject to the fiduciary
duties. For preserving the secrecy of clinical data, after such
data leaves the medical domain (where it was handled under
the rules of professional medical secrecy) and enters the
domain of clinical research (where not necessarily all parties
are bound by the rules of professional secrecy), protecting
such data under the legal regime of know-how (or as
undisclosed information) may be advised as a good option.

Protection of undisclosed information is provided by
Section 7, Article 39 et seq. TRIPS Agreement [14]. The
legal regime of know-how enables natural and legal persons,
who are in legitimate possession of such information, to
prevent such information “from being disclosed to, acquired
by, or used by others without their consent in a manner
contrary to honest commercial practices.” Unfair practices
for these purposes would include the acquisition of
information via violation of contractual duties, breach of
confidentiality obligations, inducement to breach, etc. [14].

In order to be protectable, the relevant information
should have the quality of protectable information within
the meaning of Article 39 TRIPS Agreement. Article 39
TRIPS Agreement protects information, which:

“(a) is secret in the sense that it is not, as a body or in
the precise configuration and assembly of its components,
generally known among or readily accessible to persons
within the circles that normally deal with the kind of
information in question;

(b) has commercial value because it is secret; and

(c) has been subject to reasonable steps under the
circumstances, by the person lawfully in control of the
information, to keep it secret.” [14].

The first weak point of protecting clinical data as know-
how is that as of now the legal framework on know-how
protection in the EU is not harmonized [15]. Although, there
is a proposal for a draft directive on the protection of
undisclosed information in the EU (the Draft Directive)
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[16], before it is adopted and implemented, protection of
know how remains dispersed through the national states of
the EU Member States, and subject to varying requirements
for and scope of protection

The Draft Directive, which is intended to harmonize the
national laws in relation to know-how protection, in many
aspects repeats the provisions of the TRIPS Agreement (in
particular, it relates to the protectable subject matter and
requirements for protection (Article 2), acts of unfair
acquisition of information (Article 3), rights and remedies
conferred (Article 5 et seq), etc.). In this regard it may also
be queried how far the Draft Directive, if adopted, would
improve the protection for data, the preparation of which
consumed much effort, but which for one or another reason
may not reach the level of protectable know-how. Here the
key obstacles in applying know-how protection to the
clinical data, processed for research, relate to the need (in
order to be protected) for such data to be secret, subject to
the confidentiality measures and have economic value.

First, to satisfy the criterion of secrecy, the information,
sought to be protected, must be accessible to a limited
number of persons only. The use of such information must
be subject to confidentiality measures. The application of
confidentiality measures means that the data must be
stamped as “Confidential” and the sharing of such data must
be made upon non-disclosure obligation and observation of
the confidentiality measures. Disclosure of such datasets
without due confidentiality measures might compromise the
regime of secrecy so that protection would be forfeited. As
regards the requirement of economic value of know-how,
this will be considered to be present if through publication,
the research investment and competitive standing of the
entity doing the work would be undermined [17].

In relation to the volumes of clinical data, made
available for research, this requirement, besides being at
odds with the underlying culture of academic research,
would create further workload. The data, subject to the
regime of confidentiality, must first be strictly identified.
The confidentiality mark would need to be attached to
individual data items and any use and disclosure of such
data to any third party must be made upon signing the non-
disclosure  agreement. This preservation of the
confidentiality mark, conclusion of NDA and control over
handling such data as confidential would present another
challenge.

Against these considerations, the protection of clinical
data under the legal regime of know-how might, in
principle, be possible in relation to some defined amount of
data, but hardly offers a feasible solution, when protection
of large amounts of data, processed in medical research is
sought. It also may operate against the principle of
openness, if optimal use is to be made of the data by the
research community, exploiting the full potential of
available datasets.
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D. Contractual Approaches

Insofar as the IP regimes for protecting the data,
produced in medical research projects fail, one further
method for regulating rights in data may be by contractual
relations. Thus, in third party funded projects, the relations
of ownership over the research results are typically
governed by contract. The sponsor is typically interested to
exploit the project results and funding is typically granted
upon condition that the sponsor acquires the ownership and
exploitation rights over the research results [3]. This model
does not cause problems in practice, because the acquisition
of ownership and exploitation rights is typically foreseen by
the contract. The participating institutions are bound by
these contractual relations and required to procure the
ownership over the research results from the persons, whom
they engage into the project.

IV. APPLICATION OF IP REGIMES TO DATA CURATION IN
CHIC

A. Background

The research project “Computational Horizons In Cancer
(CHIC): Developing Meta- and Hyper-Multiscale Models
and Repositories for In Silico Oncology”, is an ICT research
project in the clinical domain [18]. CHIC develops clinical
trial driven tools and services within a secure infrastructure,
which facilitate the creation of multiscale cancer hyper-
models (integrative models) by technical means. These
composite multiscale constructs of models (hyper-models or
integrative models) are intended to synthesize and imitate
the biological processes, which occur in course of tumor
progression, at several temporal and spatial levels
(molecular, cellular, etc.) at once.

In this context too, the study of how individual cancer
components interact with each other has led to an explosion
in the number of different types of data generated from the
patients such as: molecular data, epigenetic data, clinical
data, imaging data, pathology data and other laboratory data
[19]. These different data types are assembled in order to
systematically explore and formalize them in mathematical
models.

Subsequently, the models are developed and validated
against clinical data either taken from the literature or
provided by the clinical partners [20]. The data management
systems, used by the clinical partners, differ. Whereas the
integration of data from data management system ObTiMA
[12] is harmonized, the data from individual clinical data
repositories need to be adapted to the requirements of the
project. The use of diverging data management systems by
the clinical institutions leads to the situation that the data,
collected from different sources, is not inter-operable with
each other and mostly cannot be used for research as such.
The clinical data also needs to be post-processed by the
modelers so that it fits into the set of parameters, which the
models recognize and can utilize as an input for running the
simulations. Data curation is a very important step because
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the inputs, outputs and descriptions of processes, simulated
by the models, need to be standardized into the set of
parameters, acceptable and usable by all cancer models.

B. Applicability of IP Regimes to Project Data Curation

The clinical data, which after the necessary de-
identification enters the domain of CHIC, is placed and
stored in the CHIC clinical data repository. The CHIC data
repository hosts data categorized per data type: imaging data
(DICOM etc), descriptive/structural data (age, sex etc),
other files (histological reports), links (to other data
repositories) etc. The datasets for each type are accessible
individually so that the data corresponding to the model
parameters may be chosen. The fact that the repository is
built “based on the experience already accumulated during
the implementation of other data repositories” should be
sufficient to prove the requisite investment in “either the
obtaining, verification or presentation” of its contents [13].
Against this background, the database right in the CHIC
clinical data repository is likely to be granted.

Protection of the CHIC data repository by the sui generis
database rights would go to the maker of the database. In the
meaning of the Database Directive, the maker of a database
is seen as “the person who takes the initiative and the risk of
investing”, but excluding subcontractors [13]. Thus, the
party, who constructed the CHIC repository, would be in a
position to manage the use of the repository, such as by
allocating the access rights to the project parties or external
parties, to define the rights of use (access only,
modification, download, etc.), to divide the repository into
sections and define different regimes of uses depending on
the data stored therein, etc. Grant of the sui generis
protection would also entitle the right holder to enforce his
rights, once unauthorized copying of the repository contents
on the large scale has occurred.

Apart from the protection of the repository contents as a
whole by sui generis database rights, the items in the
repository may also enjoy protection in their own right.
Since the clinical data repository deals with highly sensitive
information (meaning that already for that reason, access to
the data is strictly limited), application of the legal regime of
know-how to some data items at least may be an option. As
we saw above, for this, the data items, selected for know-
how protection, must be identified, the access and use of
such data shall be limited to a defined number of people
only, the management of such data shall be subject to
confidentiality measures. In the case of CHIC, the regime of
secrecy may be provided to the data via marking it as
“Confidential” and making the disclosure of such data
subject to the non-disclosure obligation. Considering from
the technical side, the confidentiality mark would then need
to be placed and borne by the data throughout the whole
research process so that the data marked as “confidential”
by the input comes out marked “confidential” by the output.
This would present an additional workload, but is
implementable. Also, disclosure of such data items to the
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CHIC parties subject to the non-disclosure obligation would
not present a significant obstacle, because the project parties
are bound by the contractual relations within the project.
The factual use of data within the project may also be
managed by technical measures, such as granting or denying
the access rights, rights of use and extraction, limiting the
data procession to the framework of technical infrastructure
of CHIC only. Whereas the application of such contractual
and technical confidentiality measures to the clinical data in
CHIC may be feasible, in how far such technical and
confidentiality measures may be implemented in other
medical research projects may be questionable.

By contrast, copyrights and related rights offer less
plausible options for protecting the clinical data in CHIC.
As noted above, the clinical data in CHIC is represented by
technical data from clinical trials, which is composed from
different parameters. As observed in Section Ill, isolated
items are not protectable by copyright. Copyright will fail
against the lack of creativity expressed in such data. The
investment, deployed in curating the data for CHIC, does
not qualify as investment, protectable by related rights.

V. CONCLUSIONS

As we have seen, there are various ways in which the
activity of curating clinical datasets could benefit from IP
protection. Thus, collecting, arranging the data into a
repository and making it suitable for use may render the
investment, deployed in collecting and presenting the data,
protectable by sui generis database rights. Similarly, the
generation of research data and adoption of additional
confidentiality and security measures to keep this data secret
to the broader community may render such data protectable
as know-how.

However, the present approach that seeks to maintain
(commercial) data confidentiality by keeping data secret
leads to a fragmented research environment, and reduces the
chances for greater data interoperability to be achieved.
Here the law - aided by technology should aim to encourage
greater openness, while assuring appropriate curation
rewards. This could, e.g., take the form of an officially
endorsed mechanism or system for measuring and tagging
changes produced in a given data set (or the merging of
several data sets) resulting from curation efforts, as the
reward-trigger. At the same time, as another crucial policy
element, the law needs — especially in the case of the
curation of sensitive health data — to ensure that privacy and
other interests of patients and research subjects are and
remain adequately protected.

In particular, it will here be necessary to take account of
(and compensate for) the knock-on effects of IP changes,
where data-holders are no longer (also) motivated by
commercial considerations to keep their data secure and
confidential. This concern is all the greater here since the
activities of data sharing and curation being encouraged,
also by their nature present enhanced risks to personal
privacy. The point of curation is precisely to uncover new
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connections and patterns in data that help generate robust
inferences (usable — for good or ill) about the relevant data
subjects. Accordingly, it is submitted that any system for
rewarding investment in data curation should also require
(as a condition for such rewards) that the data curator takes
every appropriate measure to counterbalance the associated
enhanced risks to privacy.
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Abstract— In Bacillus subtilis, bacilysin is a nonribosomally
synthesized dipeptide antibiotic composed of L-alanine and L-
anticapsin. It is active against a wide range of bacteria and
even Candida albicans. The biosynthesis of bacilysin depends
on the bacABCDEywfG operon (bac operon) and the adjacent
monocistronic gene ywfH. In our previous study, lutR mutation
significantly decreased the maximum transcription level of the
bacABCDEywfG operon at the onset of stationary phase to
about 57% of wild-type level. In this study, we aimed to test
the possible effect of global regulator SinR on the expression of
the bac operon. For this sinR gene was disrupted in the
transcriptional bacA-lacZ fusion bearing strain (OGU1) to
generate  “sinR::cm  bacA::lacZ::erm”  bearing  strain
(OGU1SR). Additionally, we also test whether sinR and lutR
gene products affect the bac operon expression mutually due to
the close regulatory interactions between LutR and SinR
transcriptional factors . For this, AsinR-AlutR double mutant
(sinR::cm lutR::Tn10::spc bacA::lacZ::erm) strain
(OGU1SRLR) was constructed. Finally, all of that resulting
strains and OGU1 were grown in Perry and Abraham (PA)
medium at 37°C and p—galactosidase activities were measured
throughout the different stages of growth. p—galactosidase
assay results indicated that in the absence of sinR gene product
bac operon expression was severely effected. Since, disruption
of sinR gene resulted with complete loss of transition state
dependent induction of bac operon expression while almost the
same bacA-expression profile as the single sinR mutant was
detected in the sinR-lutR double mutant.

Keywords- Bacillus subtilis; bacilysin; bacABCDEywfG; bac
Operon

. INTRODUCTION

Antibiotics have a crucial role in keeping the public healthy.
Understanding the genetic and molecular basis of the
regulation of antibiotic biosynthesis is of great interest for
providing new strategies for targeted genetic engineering of
antibiotic producing strains.

Bacilysin is a simple dipeptide antibiotic which is
composed of an L-alanine residue at the N-terminus and an
unusual amino acid, L-anticapsin, at the C-terminus [1]
Antimicrobial activity of bacilysin depends on the
anticapsin moiety [2]. It is active against wide range of
bacteria and even Candida albicans.

Bacilysin biosynthesis is regulated either positively or
negatively. Global regulatory proteins CodY and AbrB
negatively regulate the bac operon, on the other hand
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global regulatory proteins SpoOA and ComA positively
regulate the bac operon expression [3]. In addition to
master regulatory genes, bacilysin biosynthesis in Bacillus
subtilis was also demonstrated to be under the control of
GntR type transcriptional regulator LutR which was
identified by transposon mutagenesis technique [4].

SinR is a global transcriptional regulator that is required
for sporulation, competence, motility, exoprotease
production and biofilm formation in B. subtilis. In our
previous study, it was shown that LutR is a transcriptional
factor that has a function in the regulation of many
pathways and there is a close overlap among the targets of
LutR and SinR regulatory proteins [5]. In this study, we
aimed to test the possible effect of global regulator SinR on
the expression of the bac operon as well as to test whether
sinR and IutR gene products affect the bac operon
expression mutually by using lacZ fusion analysis.

The rest of this paper is organized as follows. In Section
11 we described the materials and methods used in this study.
In Section Il we described and evaluated the main results
obtained in this study.

Il.  MATERIALS AND METHODS

A. Bacterial strains, media and culture conditions

The strains of B. subtilis used in this study are listed in
Table 1. All these strains were the derivatives of B. subtilis 168.

TABLE 1. BACTERIAL STRAINS AND THEIR GENOTYPE

Strain Genotype Source
B.subtilis PY79 Wild  type, BSP cured | P.Youngman
prototrophic derivative  of
B.subtilis 168
0GU1 bacA::LacZ::erm L.Ogiiliir
SinR mutant B. | 4sinR::cm AKosT.
subtilis Kovacs
OGUILLR lutR::Tn10::spc bacA::lacZ::erm | T. E. Koroglu
OGUI1SR AsinR::cm bacA::LacZ::erm In this study
OGUI1SRLR lutR::Tn10::spcdsinR::cm In this study
bacA::lacZ::erm
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B. subtilis strains were normally grown in Luria Bertani
(LB) medium at 37°C. The Perry and Abraham (PA) medium was
used for bacilysin production. Antibiotic concentrations
employed in this study for direct selection were as follows:
erythromycin (1 pg/ml), lincomycin (25pg/ml), spectinomycin
(100 pg/ml), chloramphenicol (5 pg/ml) and ampicillin (100
pg/ml).

B. Insertional inactivation of regulatory genes

For construction of OGU1SR (sinR::cm
bacA:.lacZ::erm) strain , genomic DNA of sinR disrupted B.
subtilis strain that harbors 4sinR::cm mutation was isolated
and transformed into the competent cells of bacA-lacZ fusion
bearing strain OGUL. AsinR-AlutR double mutant strain
OGUISRLR was constructed by transforming competent
cells of OGULLR (lutR::Tn10::spc bacA::lacZ::erm) strain
with  chromosomal DNA from OGUISR (sinR::cm
bacA:.lacZ::erm) strain.

C. p-Galactosidase Assay

B-Galactosidase assay was carried out as described by
Miller (1972). The specific activitiy is expressed as [Aazo-
1.75 X Asso per Minute per ODsgs]X1000.

IIl.  RESULTS AND DISCUSSION

To analyse the effect of sinR and IutR insertional
inactivations on the bac operon expression, transcriptional
lacZ fusion analysis is performed. For that purpose, we first
constructed the congenic derivatives of the transcriptional
bacA-lacZ fusion bearing OGU1 with the mutation of the
interested genes sinR and lutR. The resulting strains
OGU1SR, OGULSRLR, OGU1LR and OGUL as a control,
were cultured in PA medium at 37°C and sampled in every 1
h for the B-galactosidase assay. As shown in Figure 1,
expression of the bac operon was persistent during the
exponential growth phase. However, it induced in the course
of transition between exponential and stationary phases and
reached to its top level upon entry into stationary phase. As
shown previously, lutR mutation significantly reduced the
maximum transcription level of the bac operon (Figure 1).
On the other hand, the deletion of the sinR gene severely
affected the bacA-lacZ expression and resulted with the
complete loss of transition state dependent induction of the
bac operon expression. However, almost the same bacA-
expression profile as the single sinR mutant was detected in
the sinR-IutR double mutant.

IV. CONCLUSION

Results of this study indicate that both SinR and LutR
regulatory proteins are required for the maximum bac operon
expression but SinR activity is essential for the transition
state induction of the bac operon expression.
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Sampling Time

Figure 1. Growth curves and B-galactosidase activity of bacA::lacZ fusion
OGUL1 (white squares and black squares) and its derivatives lutR
mutant (white triangles and black triangles), sinR mutant (white
circles and black circles) and IutR-sinR mutant (white diomands
and black diomands) in PA medium. Error bars represent the
standard deviation of three independent experiments .
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Abstract—Human tremor is a public health problem that can
lead to social and physical deterioration. Parkinson disease
(PD) is a slowly progressive degenerative disorder of the
central nervous system. It is more significant in elderly
patients. Its signs start to appear at the age of 59 years.
Levodopa is the most commonly used medication to reduce
tremor in PD patients, but has serious side effects. Vibration
absorbers can be used as a mechanical treatment that can
counter-act the involuntary tremor caused by difficulties to
give certain commands to the muscles. The hand is modeled at
the musculoskeletal level as a three degree-of-freedom (DOF)
system in the horizontal plane. The vibration absorbers are
designed to reduce the flexion angle at the shoulder, elbow and
wrist joints when the muscles are operating at the resonance
frequencies that belong to the range of resting tremor. Single
and dual series absorbers are designed to satisfy the tuning
conditions. The system’s behavior is analyzed in the frequency
and time domains. The suggested dual absorber is composed of
a series combination between the elastic absorber and the
viscous damper absorber. It is more efficient than a single
absorber of the same total mass and causes 85.7-86.6%, 88.4—
91.3% and 58.29-59.9% amplitude reduction at the shoulder,
elbow and wrist joints, respectively.

Keywords-Parkinson disease; elderly; tremor reduction;
mechanical treatment; dual vibration absorber.

I. INTRODUCTION

Parkinson  discase (PD) is a  multi-system
neurodegenerative disorder caused by a deficiency of
neurotransmitter dopamine within the brain and affects the
brain’s control of the muscles. It leads to shaking (tremor),
increased muscle tone (stiffness), slowed movements and
balance problems. Parkinson tremor is usually a resting
tremor characterized by adduction-abduction or flexion-
extension motion with frequency 3—7 Hz [1]. PD incidence
increases with aging. It is difficult to specify the exact
number of young patients affected by PD, but we know that
they are rarely affected by this illness. It is more significant
in elderly patients and its average onset age is 59 years [2].
Initial symptoms may start early in life, but tremor
progresses over time and becomes significant to a physician
when the patient is elderly.

Dopaminergic drugs are medications which aim to
temporarily restore correct dopamine level in the substantia
nigra and striatum. This treatment reduces the motor
symptoms and signs of PD, without, however, curing the
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disease or stopping its progression. Levodopa is the most
effective dopaminergic medication for elderly patients which
is converted in the brain into dopamine. The recommended
drug dose increases with the increased symptom severity, but
high doses can produce involuntary tremor and can lead to
serious side effects. In addition, about 25% of PD patients
can have a low quality of life since they do not respond to
drugs or neurosurgery treatments [3][4].

Vibration absorbers can be used as a mechanical
treatment to reduce the tremor of elderly Parkinson patients
by supplying certain commands to muscles to counter-act the
vibration. Hand’s involuntary tremor is transmitted to the
absorber, which causes the vibration of its proof mass.
Mechanical oscillations are considered as the main source for
the tremor, in which joints and muscle movements satisfy the
laws of physics. Therefore, a dynamic model of the human
hand can describe its response and can be used for the
numerical testing of absorber’s performance.

A method of biodynamic response has recently been used
to describe the motion of human hand and solve problems
related to tremor. Jackson et al. [S] modeled human upper
limbs as two pivoted straight rods (the upper arm, and the
forearm together with the hand) with concentrated mass at
centroid of each segment. The hand was modeled in vertical
plane during locomotion where flexion-extension planar
motion at the joints was considered. The described model
shows similar results to the available data on the movement
of the upper limb during locomotion. Raikova [6] described
the real anatomy of the muscle functions by modeling the
human upper limb as a seven degree-of-freedom (DOF)
system. The biomechanical model consists of the upper arm,
forearm and palm modeled as rigid bodies connected by the
shoulder joint (three-DOF spherical joint-connected to
immobile trunk), elbow joint (two one-DOF pin joints) and
wrist joint (two-DOF Hook’s joint).

Hashemi et al. [7] designed a single DOF vibration
absorber that is and attached to the forearm. It was able to
reduce tremor amplitude numerically for the model hand and
experimentally for the fabricated model. Igusa and Xu [8]
studied the multiple mass dampers tuned within a frequency
range. They found that it is more robust than the tuned mass
damper with same the total mass. Gebai et al. [9] have
designed a single dynamic vibration absorber (DVA) capable
to suppress the steady state response of the hand system
excited at its fundamental frequency. Moreover, they
proposed a single DVA which was able to help elderly
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patients suffering from neurodegenerative disorder by
reducing the homogenous as well as the steady state response
of the involuntary tremor at the hand joints [10]. They have
also suggested a dual parallel DVA to reduce the
pathological tremor in the hands of Parkinson patients when
excited at the dual harmonic resonance frequencies [11][12].
The study reveals that the dual DVA was more effective than
the single DVA with the same total mass.

In this study, a new three-DOF hand system is used to
describe the biodynamic response of the hand of a PD
Patient. The system is operating at the first two natural
frequencies due to the shoulder, elbow and wrist muscles
activation. The dynamic model of the hand is used to study
the performance of a dual DVA in suppressing the rest
tremor of a PD patient. This absorber is formed from an
elastic absorber connected in series to a viscous damper
absorber; we will call it the dual series elastic-viscous
damper (SEVD) absorber. This absorber is connected to the
forearm of the hand and compared to the single TVA of the
same total mass. Both absorbers are designed to satisfy the
tuning condition. The equation of motion for the system is
derived using the non-Lagrangian formulation and solved
using system’s transfer function. The flexion angle at the
hand joints are shown in the frequency and time domains.

The paper is organized as follows: Section 2 presents the
dynamic structure of the model hand system, its sized
segments and the derived equations of motion. Section 3
describes the designing steps for tuning the absorbers.
Section 4 presents the frequency and time domain response
at hand’s proximal joints. Section 5 provides a comparison
with the previous studies done. Section 6 includes the
conclusions and recommendation for future work.

II. BIODYNAMIC HAND MODELING

The human hand shown in Fig. 1 is modeled in the
horizontal plane as a three-DOF system reflecting the
biodynamic response of a Parkinson Patient. Most
researchers agreed on modeling the bones and corresponding
soft tissues as rigid bodies connected by frictionless joints
with fixed axes or centers of rotation [13]. So, the hand
segments are described as rigid bodies where the upper arm
and forearm (ulna and radius) are modeled as truncated
cones and the palm as rectangular plates to specify their
volume (V). The three segments are connected by one-DOF
frictionless kinematic pairs to permit the flexion-extension
planar motion at the proximal joints. The upper arm is
pinned by the shoulder joint, which is fixed to the trunk in
order to reflect the resting condition of the hand. The length
(]), position of centroid from proximal joints (7) and density
(D) used for each segment are provided experimentally by
Drillis et al. [14] and shown in Table 1. Then, the mass (m)
and the mass moment (/) of each sized segment are
calculated using the following equation:

_ Irzdm
m=DV, r=
jdm

and the obtained results are listed in Table 2. The four
muscles modeled to produce a movement are: the single joint

and I = J'szm (1)
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shoulder, elbow and wrist joint muscles and the Biceps
brachii muscle. Theoretically, muscles can be assumed to be
regulated independently [7]. The modeled stiffness and
damping coefficients of the considered muscles are provided
in Table 3. Damping and stiffness coefficients of the muscles
are assumed to be linearly proportional [15]. The active
inputs can be described as muscular activity [16] and can be
considered as sinusoidal function(s) [17].

Equation of motion for the hand system with a single
DVA attached to the forearm is provided by Gebai et al.
[9][12] and derived using the non-Lagrangian formulation. A
similar strategy is used for the hand controlled by the dual
SEVD DVA, where the gene 3.11 equation of motion is:

il iclolIklel=17]

+[cle )

Figure 1. Dynamic model of human hand at the musculoskeletal level.
TABLE L COLLECTED HAND ARM PARAMETERS [14]
Right Length Centroid Density
Hand (cm) (m) (kg /m? )

Upper arm 4 36.4 a 0.4271 D, 2.070
Forearm Iy 29.9 a, | 04171, D, 1.160
Palm Iy 20.3 as | 03611, Dy 0.540
TABLE II. CALCULATED HAND ARM PARAMETERS
Right Hand Upper arm Forearm Palm
Mass (kg) m | 2070 | my, | 1160 | my | 0.540
Inertia (kg.m2 /rd) I, | 0.0228 | 1, | 0.0082 | 1, | 0.0012

TABLE III. DESIGNED PARAMETERS OF JOINT’S MUSCLES
Muscle Shoulder Elbow Biceps Wrist

k(Nm/rd) 180 70 40 10

c(Nms/rd) | 0002k | 0002k, | 000245 | 0.0024k,
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M21 M22 M23 M24 M25
My My My My Mgs

My, :(I1 +m1a12)+ (12 +m2a§)+m2112 +m4(112 +(12 +a4)2)

+mal(lf+(la+a3)2)+ma2(lf+(la+a3+a5)2
Mlz 2([2 +m2a§)+m4(lz +a4)2 +mal (13 +a32 +2laa3)
+ma2(la+a3 +615)2, M13=m4(ai+lza4)
M, =m, (a32 -1-2]61a3)—i-ma2 (la +a; +a5)(a3 +a5)
M5 :maz(laa5 +aza; +a52), My =My, My =M,
Myz =Mz, My =My, Mys=Ms, M3 =M
My = My, Myy = I, +myaf, M3y =0, Mys =0
My =My, Myy =My, My3 =0

_ 2 2
My, =mg,az +m,, (a3 +a5)
_ 2 _ _
M 45 —maz(a3a5+a5), Mg =M 5, Msy; =M s

_ _ _ 2
Ms3 =0,Msy =Mys, Mss =m, as

k) + ey ks 0 0 0
ks ky + ks 0 0 0
K=| 0 0 k, 0 0 ()
0 0 0 k, 0
| 0 0 0 0 0 |
(¢, +c; C3 0 0 0 |
c3 ¢y +e3 0 0 0
C=| 0 0 Cy 0 0 (6)
0 0 0 0 0
0 0 0 0 ¢, |

l;,1,,l, are the length of the upper arm, forearm and
palm. a,,a,,a,are the distances between the centroid of the
upper arm, forearm and palm to their corresponding
proximal joint. a3, asare the distances from the joint of the
elastic absorber and viscous damper absorber to its
corresponding proof mass. m,,m,,m, are the masses of the
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0, 0, 0, 0, 3)

upper arm, forearm and the palm.m, ,m, are the masses of

viscous damper absorber and the elastic absorber of the
SEVD absorber. 1,,/,,1, are the mass moments of inertia

of the upper arm, forearm and palm. M,C, K are the mass
and the damping and stiffness coefficient matrices of the
system. 6,,0,,05,0, .0, are the flexion angles at the

shoulder, elbow and wrist joints.. k,,k,,k;,k, and

c1,Cy,Cq,Cy4 are the stiffness and damping coefficient of the
shoulder, elbow, biceps brachii and wrist muscles. k,,c,are

the stiffness and damping coefficients for beams of the
elastic absorber and viscous damper absorber.

f={h £ fs 0 0f (7)

S =F, cos (o,1)+ Fy, cos (@,1), k={1,2,3}
Fy =F, =05Nmand 0, =0, , m= 1,2}

I’lm’

f1- />, f5 are the input moments of the hand due to the
shoulder, elbow and wrist joint muscles. ' is the magnitude
of the input moment and ® is the driving frequency

The natural frequencies obtained using primary system’s
characteristic equations are:

®, =3.609Hz, @, =5348Hz and o, =12.682Hz  (9)

III. TUNED ABSORBER’S DESIGN

Two tuned vibration absorbers (TVAs) are designed to be
attached separately to the forearm at the same position. The
two absorbers have the same total mass (251.2 g) and the
same total length (8.5 cm).

As demonstrated by Gebai et al. [9], as the absorber’s
joint approaches the position of the wrist joint, more
reduction can be achieved at the palm. Taking into
consideration the maximum designed length of both
absorbers, the absorbers will be tested at a position /, which
is 8.5 c¢m away from the wrist joint ([, = I, — 8.5 cm).
Absorbers dimensions can be chosen depending on the
Dunkerley’s semi-empirical formulation [18] as done by
Gebai et al. [9][10][12].

The single DVA is modeled as a stainless steel alloy
cantilevered beam with a copper mass attached along its
length. Its configuration, dimensions and equivalent linear
model are shown in Fig. 2. No damper is attached to this
absorber, a very little damping can be provided by the
beam’s material. The stiffness (k,) and damping (c,)
coefficients are assumed to be proportional by a constant [7],
such that ¢, = 0.005k,. This elastic absorber is tuned to the
second natural (9) frequency of the primary system to reduce
the resting tremor at this frequency:

w0, =0, and W) =, (10)

The dual SEVD vibration absorber is designed as an
elastic absorber attached in series to a viscous damper
absorber. The elastic absorber is formed from a thin
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cantilevered beam providing its stiffness (k,) with a zero
damping coefficient and a copper mass attached along its
length. It is modeled at the tuning condition of (10). At the
end of the elastic absorber’s beam, a purely high damping
material having a zero stiffness coefficient is modeled as
beam’s material. A copper mass is attached along the beam’s
end. The appropriate dimensions and equivalent linear model
of this absorber are shown in Fig. 3. The damping coefficient
(c,) in the viscous damper absorber of the SEVD absorber is
designed to satisfy the tuning condition of the fundamental
frequency (9) of the primary system:

0, =0 and o; =0y, (11)

The response of the system is needed for tuning the
absorber at the chosen responses. The absorbers are tuned by
satisfying the root in the real part (4;;) in the numerator of
the corresponding response. The response is obtained using
the transfer function (H) of this dynamically coupled system
to represent the frequency domain response (6) using the
Receptance transfer function (a) as follows:

H(w)={- 0*[M]+[&])+ jolc] (12)
Ho)=lo, a; .. af (13)
_ Alfk + Blik 14
"y "
2 2
Oy = Z Z'ak|ka (15)
k=1 m=1

i, k are the i-th row and k-th column for the nxn transfer
function of the n-DOF system.

The single DVA and the elastic and viscous damper
absorbers of the dual SEVD DVA are tuned to the wrist
joint’s response (63) due to the elbow muscle activation (£7):

4, =0 (16)

Using MATLAB, the stiffness and damping coefficients
of each absorber can be determined as shown in Table 4, in
addition to the absorbers mass.

All absorbers parameters are evaluated satisfying the
tuning condition. Then, they are ready to be attached to the
forearm to test their performance in tremor suppression.

IV. SIMULATED RESULTS

A.  Frequency Domain

The frequency domain response of (15) is represented by
graphs showing the behavior at the shoulder, elbow and wrist
joints over a range of driving frequencies.

Maximum flexion angles are shown in Fig. 4 at the
resonance frequencies of the uncontrolled hand system and
the hand controlled by the single TVA and the dual series
TVA. Tuning is well shown at the second natural frequency
(tuning frequency) of the uncontrolled system at hand joints
due to the single TVA. It shows high reduction in the tremor
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TABLE IV. TUNED ABSORBER’S PARAMETERS
Dual series TVA
Parameters Single TVA
Elastic | Viscous Damper
kg (Nm/rd) 0.2181 0.3211 0.0000
o (Nm.s/rd) 0.0011 0.0000 0.0016
m, (kg) 2512 125.6 125.6
2mm

%
’Ly

85 om

Figure 2. Single dynamic absorber.

amplitude at the resonance frequencies of the proximal
joint’s responses and a good reduction at the other
frequencies. The dual SEVD TVA shows qualitatively
similar behavior to the single TVA with much damped
tremor’s amplitude. However, the wrist joint’s response is
subjected to tremor amplification at 7.623 Hz because of the
high shifting to the right in the highest resonance frequency
of the primary system due to its damper. The dual SEVD
TVA is a very effective absorber at system’s resonance
frequencies and most of the other frequencies. It can cause a
very high reduction in the resting tremor’s amplitude in the
hand of PD patients.

The resonance frequencies of the controlled system are
derived using the characteristic equation, for the hand contr-

g3 mm
>
66CM

200
yr— 0

Figure 3. Dual series elastic-viscous damper absorber.
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Figure 4. Frequency domain response at: shoulder (a), elbow (b) and wrist
joints (c).
olled by:
- Single TVA:
0, =3.263Hz,0, =3921Hz,0, =5.383Hz,
1 2 3 (17)
and o, =13.915Hz
- Dual SEVD TVA:
w, =0Hz,0, =2454Hz, 0, =3330Hz,
1 2 3 (18)

@,

, =4496H and v, =7.623Hz
B.  Time Domain

The time domain response is used to analyze the behavior
of the system at the specified excitation frequencies in terms

of joints angular displacement.
The time domain response is determined using (15) and

derived as follows:

0,

AL + B .,

———7F— and ¢@=tan"
A3 +B; A,

@ is the phase angle resulting from the damping coefficient.

In Fig. 5a-c, the time domain response (19) at the shoulder,

elbow and wrist joints responses of the hand excited at the

first two resonance frequencies is shown due to the single
joint muscles activation (8). The single TVA and dual SEVD

;= @ike](wm’—fﬂ)

B ) (19

1 ik

©i|=Fi,
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Figure 5. Time domain response at: shoulder, elbow and wrist joints.

TVA causes high reduction in tremor’s flexion angle.
The percentage of reduction in the tremor’s amplitude
between the uncontrolled ( ®,,. ) and controlled ( ®, )

systems in the time domain is calculated using this equation:

Ouwe =0 149 (20)
®unc.

The percentage of reduction at the shoulder, elbow and wrist
joints due to attaching both absorbers to the forearm is
summarized in Table 5. It is shown that the dual SEVD
TVA is an important absorber to be considered. It causes
85.7-86.6%, 88.4-91.3% and 58.29-59.9% reduction in the
involuntary tremor’s amplitude transmitted to the shoulder,

elbow and wrist joints due to the activated muscles.

% Reduction =

TABLE V. PERCENTAGE REDUCTION IN TREMOR’S AMPLITUDE
% Reduction | Shoulder joint | Elbow joint | Wrist joint
Single TVA 61.4-69.9 72.5-81.2 54.4-64.3

Dual TVA 85.7-86.6 88.4-91.3 58.29-59.9

The SEVD and single TVAs have the same total mass and
length and are tested at the same design conditions.
However, the DEVD dual TVA is more effective than the
single TVA in reducing the flexion angular displacements.

V. DISCUSSION

Several studies [7][9]-[12][19] have been done to
mechanically reduce the involuntary tremor in hands of PD
patients. The main challenges are referred to the dynamic
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hand modeling that can best reflect Parkinsonism and that
takes into account the tremor displacement at most allowed
angular displacements. In addition, developments in the
absorbers design are of high importance. Changing in the
configuration of the passive absorber aiming to increase its
performance attracted many researchers [8][12].

In a previous study, Hashemi et al. [7] have modeled the
human hand as two uniform rigid rods to describe the
flexion-extension motion of the elbow and shoulder joints.
The system was excited due to the elbow muscle activation
driven at a single frequency. In our study, the hand system is
modified considering an additional DOF to describe the
angular displacement at the wrist joint of a system actuated
with several muscles. In [7], a one-DOF absorber was
attached to the forearm but it was not designed at the tuning
condition. The resonance frequency was 2.24 Hz while the
absorber’s natural frequency was 2.755 Hz. So, the absorber
was not designed to operate at its maximum performance.

Rahnavard et al. [19] used the same hand model designed
by Hashemi et al. [7]. However, the single DOF absorber’s
parameters were designed using the H, optimization method.
The proposed system leads to a 20 cm long absorber
providing high percentage of reduction at the shoulder and
elbow joints. In our study, very effective single and dual
TVAs are designed with an optimum length of 8.5 cm at all
the hand joints.

VL

The three-DOF dynamic model of the human hand is
designed to reflect the biodynamic response at the proximal
joints of an elderly PD patient. The model describes the
flexion-extension motion for the system operating at resting
tremor’s resonance frequencies in the horizontal plane. Two
absorbers having the same total mass and length are tuned to
reduce the involuntary tremor transmitted to the hand joints
due to the single joint muscles activation. Both absorbers are
tested when attached at the same position on the forearm.
The one-DOF absorber causes 61.4-69.9%, 72.5-81.2% and
54.4-64.3% reduction in tremor amplitude at the shoulder,
elbow and wrist joints in the time domain. A very effective
two-DOF SEVD TVA is used for tremor reduction. The
SEVD is formed from a series combination between the
elastic absorber and the viscous damper absorber. It causes
85.7-86.6%, 88.4-91.3% and 58.29-59.9% reduction at the
shoulder, elbow and wrist joints.

As future work, the molded hand system can be sized
depending on the hand dimensions of a real Parkinson
patient. Then, the suggested passive controllers can be
manufactured and tested when attached to the forearm of the
real hand. In addition, a comparison can be done between the
numerical and experimental studies.

CONCLUSION
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Abstract—We developed a concept including a set of tools
for self-management for patients suffering from axial spondy-
loarthritis (SpA). This concept involves patient-recorded outcome
measures, both subjective assessment and clinical measurements,
that are used to present recommendations. We report from
experiences made while implementing a proof of this concept.
Besides giving the patient a self-management tool, our work also
improved the methodology for clinical measurements.
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I. INTRODUCTION

For a variety of chronic diseases, patients managing the
condition themselves (self-management) can result in reduced
costs in the health care sector and an improved clinical
outcome [1]. Self-management encompasses methods where
the patient participates in managing their disease through
education and changes of behaviour and lifestyle [2] [3]. In
evidence-based self-management, elements such as clinical
assessment, collaborative priority and goal-setting, patient self-
efficacy, and active follow-up are essential [4]. We look closer
at self-management settings [5] where patients assess the
status of their disease using sensors and questionnaires on
their smartphones and report the results (i.e., patient-reported
outcome measures) [6] [7]. Based on the results patients
receive non-pharmacological recommendations from the self-
management system to increase their coping skills, help with
pain management, adhere to their medication regime, improve
self-care behaviours, and enact lifestyle changes.

Spondyloarthritis (SpA) describes a group of several related,
but phenotypically distinct rheumatic diseases, such as ankylos-
ing spondylitis (AS). The condition axial SpA is characterised
by inflammatory back pain and mainly affects the axial skeleton,
which is distinct from peripheral SpA with other symptoms. In
axial SpA, the first appearance is mainly in young adulthood
and can lead to structural and functional impairments and
a decrease in health related quality of life. Although axial
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Fig. 1: Concept for controlling the disease with the three parts: self-
management, clinical assessment, and patient-health personnel communication.

SpA is a chronic condition, the symptoms and disease activity
vary over time [8]. The primary goals for managing axial
SpA are to maximise long term health-related quality of life by
controlling symptoms and inflammation, preventing progressive
structural damage in the spine, and normalising function and
social participation. Relevant medication and physical training
are recommended as the foundation of the management of
axial SpA [9].

Currently, there are few self-management tools for axial SpA
that are evidence-based. Some tools for subjective assessment
exist, but sensor-based tools for objective assessment are not
yet available to the wider public. Also, there are obstacles to
let patient-assessed data be of use in a clinical setting [10].

This paper presents a concept for evidence-based, self-
management of axial SpA, supported by an implementation
of a smartphone and sensor-based system that can give
recommendations to the patients. We report from experiences
from this implementation.

The remainder of this paper is organised as follows: After a
brief presentation of related work (Section II) and presenting
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our concept of self-management for axial SpA patients (Sec-
tion III), we show details from the proof of concept implemen-
tation involving subjective and sensor-based clinical assessment
and recommendations to the patient (Section IV). Further, we
present the results from a usability test (Section V). We discuss
our findings (Section VI) and conclude in Section VII.

II. RELATED WORK

Considerable work has been done on self-management
programs for chronic diseases with good results in terms of
quality of life, and reducing the need for care and cost efficiency
[11]. Programs such as The Chronic Disease Self-Management
Program have shown significant improvement in health distress
and increased perceived self-efficacy [12]. The motivation for
these programs is to provide people with chronic diseases the
tool to efficiently mange their own condition.

We can find management support for some chronic conditions
using information and communication technology (ICT). These
include: a self-management application called SoberDiary for
alcoholism [13], a mobile application for diabetes that integrates
with personal smartwatches [14], a virtual coach for chronically
ill elderly [15], a smartphone app for rheumatic diseases
management [16]. There are also generic apps for integration
vital signs into personal health devices or electronic medical
record systems [17].

Within axial SpA there are ICT apps like SpA Helper
[18] that helps monitor the disease. But the results from the
monitoring are not part of a feedback cycle; i.e., they do not
use the treat-to-target principle (Section III-A).

I1I.

We find multiple definitions of self-management in the
literature. But we prefer the definition by Barlow et al. [19]
*“...the individual’s ability to manage the symptoms, treatment,
physical and psychosocial consequences and life style changes
inherent in living with a chronic condition.” Barlow et al. stress
that monitoring one’s condition and the effect of responses to
daily life can lead to a dynamic and continuous process of
self-regulation.

SELF-MANAGEMENT

A. Integrating Treat-To-Target

The treat-to-target method [20] has been developed for
treating axial SpA. This evidence-based method is used after
diagnosis and early treatment, when the disease has reached a
stable state (Fig. 1). At this stage, an individual treatment plan
has been created for the patient. This method uses a treatment
goal (target) for a treatment plan. Following the treatment plan
and regularly assessing the patient’s status provides evidence
about how the disease develops. When the patient’s status
moves away from the treatment target to a worse condition,
health personnel, in discussion with the patient, might adjust
the treatment plan or target.

As part of an evidence-based, self-management setting, the
treat-to-target method is extended so the patient can perform
self-assessment to gather evidence about the current disease
condition by performing assessments, answering questionnaires,
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Fig. 2: Treat-to-target in a self-management setting, showing tasks to be
performed by patient and health personnel, respectively.

and following the progress from the patient diary. The patient
diary data can be used for patient-health personnel communi-
cation by making it available to the clinical personnel, either
regularly or when needed (e.g., a patient visit).

Fig. 2 shows how treat-to-target can be aligned with self-
management. The upper unshaded part of the drawing is
the health personnel domain. This is where health personnel
perform clinical assessments and decide the treatment target and
treatment plan. The lower shaded part is the patient’s domain.
This is where the patient can perform assessments, compare
with the target, and adjust some elements of the treatment, e.g.,
physiotherapy or exercise.

B. An Architecture for axial SpA Treatment

Our concept (Fig. 3) builds on a) a solution for self-
management, b) better quality and effectiveness of clinical
assessment, and c) enhanced patient-health personnel commu-
nication.

The solution for self-management lets the patients use tools
at home to control the disease. It includes patient-reported
outcome measures [7], the assessment of ample parameters,
the use of a patient diary [21], patient guidance with respect
to the treat-to-target principles, and alerts in case of changes
of the patient’s condition or physical function.

The concept also enhances the quality and effectiveness of
clinical assessment; assessment methods developed for self-
management are made available for clinical assessment.

The concept includes a foundation for patient-health person-
nel communication. Self-reported assessments can be used for
patient-health personnel communication to explain or visualise
the development of the disease and data transfer to the hospital.

IV. PROOF OF CONCEPT FOR AXIAL SPA
SELF-MANAGEMENT

The parts of this architecture that include data exchange
between a health cloud or a patient’s devices and the electronic
health record (EHR) system are beyond the scope of our work.
These are parts that rely on policies defined by public healthcare
providers. So, we focused on implementing tools for clinical
assessment and self-management.
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Fig. 4: Drawing of the APERTUS sensor used for axial movements.

A. Medical Assessment Methods for axial SpA

Medical self-assessment is essential for evidence-based self-
management. So, these self-assessment methods should be
based on medical assessment methods since evidence for their
effectiveness is documented.

The AS Disease Activity Score (ASDAS) is used for
measuring and monitoring disease activity in axial SpA. It
is based on a composite score of domains relevant to patients
and clinicians, including both self-reported items and objective
measures [22].

The Bath indices [23] present outcome measures for use
with SpA patients, and consist of four indices: the Bath AS
Metrology Index (BASMI), the Bath AS Functional Index
(BASFI), the Bath AS Disease Activity Index (BASDAI), and
the Bath AS Patient Global Score (BAS-G). These indices are
designed to give a good clinical assessment using a minimum
number of measurements or questions to be answered. The
BASMI is five simple clinical measurements; the other indices
consist of a number of questions that are answered on a rating
scale from zero to ten.

Dsteras et al. [24] described a set of assessment tests that
are candidates for axial SpA self-assessment. These exercises
include: lateral spinal flexion, modified Schober’s, cervical
rotation, occiput to wall distance, tragus to wall distance,
intermalleolar rotation around the vertical axis, lumbal/thorcal
rotation, six-minutes walking test, stair climb test, sit-to-stand
test, fingertip-to-floor test, and maximum grip strength test.

B. Sensor-based clinical measurements

APERTUS developed a sensor that can measure rotation
around the vertical axis such as cervical rotation, thoracic
rotation and hip abduction (measured in the supine position).
Furthermore, the result can be transmitted via a wireless
connection to a receiver, such as PC, tablet, or smartphone.
This inertial sensor is packaged in a small box (Fig. 4)
that can be attached to the body. The size of the device is
55mm x 3bmm x 3mm. The sensor contains radio technology
that follows Bluetooth standards that might influence electronic
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devices in 2.4 GHz ISM, but to a significantly lower degree
than mobile phones.

Compared with other technology such as lasers or optical
sensors, this sensor’s advantages include its high precision and
being cheaper, smaller, and lighter than the other solutions.
Compared to the traditional way of measuring rotation with a
goniometer or myrinometer (e.g., compass) the sensor provides
more precise measurements. The sensor is a simple way to
achieve satisfactory measurements in acceptable use of time
and without health personnel assisting.

In a laboratory setting, the sensor has excellent criterion
validity and reliability for rotation around the vertical axis
in the range of motion from 10 to 120 degrees. The angle
can be measured with a precision of £1.3°. These findings
justify proceeding with further evaluations of the sensor for
this kind of measurements [25] [26]. A clinical trial of the
rotation measurements with 60 patients suffering from axial
SpA is currently under evaluation.

We developed a suitable user interface for the assessment
process with the sensor. The assessed data are stored locally
in the patient diary and forwarded to the health cloud for
permanent storage.

C. Self-Assessment of Subjective Conditions

For the assessment of the subjective conditions for BASDAI
and BASFI we implemented suitable user interfaces in our
prototype (Fig. 5). We also implemented a questionnaire for
ASDAS, a composite score including subjective evaluation
and the inflammatory markers C-reactive protein (CRP) and
Erythrocyte sedimentation rate (ESR). Patients answer The
questions on a scale from zero to ten by tapping on the
appropriate number. We did not choose sliders because we
assumed that tapping on the appropriate field would be easier
for the target group with their possible movement restrictions.

After the form is finished, the data are stored locally. An
estimate of the current health condition is shown to give the
patient feedback along with the possibility to report these data
to the health cloud for permanent storage.

Questionnaires can be scheduled using the mobile device’s
calendar by creating calender entries with a specific syntax.
The calendar then reminds patients to perform assessments at
a given time.

D. Self-Management and Recommendation

A self-management system needs to support the patient
in the following ways: a) deciding the type and degree of
adjustments for non-pharmacological changes in a treatment
plan, such as diet, training, lifestyle, or other minor adjustments;
b) identifying significant deviations from the expected progress
and present these deviations to the patient and health personnel;
¢) advising changes of treatment plan to the health personnel;
and d) suggest changes of patient’s target to the health
personnel. Qi et al. [27] present an approach for how to make
decisions that are presented to the patient. We use a diary in
our solution.
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The diary shows the disease’s development visually, devia-
tions from the treatment plan, and gives recommendations using
trend labels. The patient view (Fig. 6b) shows the patient’s
birth year, the current left and right cervical rotation, and the
current scores for ASDAS, BASDAI, and BASFI, including
their targets. Each of these scores can have historical data; this
is shown in the patient history view (Fig. 6¢) and summarized
in the trend labels (Fig. 7) to the right of the value. There
are five trend labels: (a) disease activity is increasing, but
below target; (b) disease activity is increasing; (c) no change
in disease activity; (d) disease activity is decreasing, either
below or heading towards target; and (e) disease activity is
decreasing, but still very high and needs more treatment.

SR indig The
() (b) (© (d) (e)

Fig. 7: Trend labels for the patient view.
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E. Heuristic Decision Support Based on Medical Expertise

We created simple rules to guide patients and health
personnel. These rules are based on the values from ASDAS,
BASDALI, and BASFI.

The values derived in ASDAS and BASDALI indicate the
amount of disease activity. Machado et al. [28] define cutoff
values for disease activity measured using ASDAS: a) under
1.3 the disease is inactive; b) between 1.3 and 2.1 disease
activity is moderate; ¢) 2.1 to 3.5 disease activity is high;
and d) Over 3.5 disease activity is very high. A change on
the ASDAS scale of 1.1 or more is considered a clinically
important change while 2.0 or more is considered a major
change. Based on this work, we indicate the trend of the
scores (up, down, or steady), as well as the severity (colour).
The thresholds can be personalised for patients where health
personnel defines alternative values.

Braun et al. [29] propose a similar approach for BASDAI by
calculating a trend line that uses BASDALI targets for cutoffs.
Situations where the BASDALI is above 4.0 - indication of
high disease activity - or changes of the BASDAI over 50%
or a factor of two also generate a warning to contact health
personnel.

BASFI indicates the disability level. Wariaghli et al. [30] ran
a large survey with Moroccan patients and defined the target
values depending on the patient’s age in three age ranges. We
use similar rules as above for determining the trend based on
the patient’s target or age information, depending on what is
available.

V. USABILITY TEST OF THE PROTOTYPES

Usability, how easy something is to use, is an important factor
for adoption and continuous use of a system or application.
Motivated by this, we performed a usability test of the two
developed prototypes. We wanted to see how appropriate the
apps are for their purpose, and to get feedback on the usability.
We employed the System Usability Scale (SUS) developed
by Brooke [31]. The SUS consists of ten questions that are
rated by the participants on a five point or a seven point Likert
scale [32]. The ratings are used to calculate a score on a scale
from O to 100 where 70 is the average score. Additionally,
we added six questions on related matters that are not part of
the SUS scale, e.g., the need for the apps, satisfaction, and
whether participants would recommend the apps to others.

For the usability test, we recruited eighteen individuals
with Android smartphones among members of the Norwegian
Rheumatology Association (Norsk Revmatikerforbund). We
asked the eighteen to download the two apps and sign up for
the usability test. Of the invited participants, fourteen followed
the procedure, downloaded the app, and registered at the health
cloud site. The individuals received the link to the surveys
after they had downloaded the apps and a text message with
instructions. Of the eighteen individuals, nine used the apps
and completed the test.

With only nine respondents, the usability test is more a
pilot study. If an application has major usability weaknesses,
these will likely be revealed with small sample sizes also. Our
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TABLE I: SUS scores for the collection module app and patient diary app
with highest and lowest scores removed.

Average  Median
Collection module 73.73 80.20
Patient diary 74.05 74.35

test did not indicate major weaknesses. We did not perform

statistical analysis of the data beyond calculating SUS scores.

We performed separate tests for each app. The average and
median from the SUS are presented in Table I with the highest
and lowest scores eliminated. The SUS scores of the apps are
73 and 74, respectively.

VI. DISCUSSION

The proposed concept for self-management is based on a
feedback loop with the patient is involved. Axial SpA does not
require immediate attention when the condition worsens, but
an appointment with a clinic needs to be scheduled. Also, not
adhering to the self-management regime does not have other
side-effects beyond not adhering to the treatment, and these
patients need to keep the conventional frequency of clinical
follow-ups. Note that other chronic diseases might require
immediate attention in some situations or not adhering to the

self-management regime might worsen the patient’s condition.

Thus, an evaluation is needed for other conditions than axial

SpA to see if our self-management architecture can be applied.

Data assessed in self-management are usually not complete
or might be of a different nature in terms of the clinical
indices. For example, the values extracted from blood samples
might not be available, only selected values from the BASMI
examinations might be available, or the patient assesses
alternative measurements that are not part of the established
indices. To support recommendations in these cases, it is
necessary to predict an individuals axial SpA disease condition
based on a combination of physiological, behavioural and
subjective (self-reported) features. To achieve this, Schiboni
et al. [33] have proposed a fuzzy rule-based evidential reasoning
(FURBER) approach for multiple assessment fusion. But this
approach requires enough real patient data as training data to
be considered for real treatment.

The medical indices for axial SpA and the data retrieved
from the FURBER method are only suited to give an indication
of the disease conditions at one moment. For predicting the
probable development of the patient’s health condition and

whether actions need to be taken requires temporal reasoning.

Modelling the disease development as a stochastic process to
optimise the treatment recommendations could be done by a
Markov Decision Process (MDP) [34]. Yet a large sample size
could make this approach less viable [35]. Alternatively, the
patient profiling method described by Lutz et al. [36], could
be feasible.

The new assessment methodology for rotation exercises
using sensor technology will also impact clinical use as
it will save time and provide better results. Today, health
personnel use goniometer or compass-based measurements
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that are time consuming but have acceptable accuracy. The
trials in clinics have shown this new methodology simplifies
clinical measurements, greatly improves accuracy, and saves
time for the health personnel and the patient. The time saved
and higher-quality data quickly make up for the cost of the
sensors. Specifically, the much higher accuracy and easier
handling of the sensor technology compared to the traditionally
used methods is attractive to health professionals. Furthermore,
the sensor will enable patients to perform the measurements
themselves without the involvement of health personnel.

VII. CONCLUSION

We presented an architecture for self-management of axial
SpA patients that is based on self-assessment by these patients.
We have performed a proof of concept by implementing vital
parts of a self-management system including clinical mea-
surements, patient-reported outcome measurements, feedback
module, patient diary, and decision making software.

Further user evaluations will be necessary before a system
based on our architecture can be brought into clinical practise.
In addition, communication modules to the EHR system of the
clinics need to be implemented. Further, the development of
suitable measurements for exercises beyond rotation exercises
need to be developed in a way that allows patients to perform
these at home.

Finally, since patient-reported data might not be of the best
quality (e.g., they have not undergone quality assurance or
might be incomplete) estimation methods both for the current
disease status and for temporal prediction need to be developed.
While we could show the viability of the methods, further
implementation work needs to be done.
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Abstract—In advanced countries, populations are getting older.
Cognitive disorders are an important problem in these
countries. We need to measure the deterioration of brain
functions with the process of aging. For synchronizing with
other motion, we need to feel the other motion, to recognize the
motion, to memorize the motion, and to generate the
synchronizing motion. We need many kinds of brain functions
to perform a cooperative movement. The authors proposed the
cooperative visual synchronization task, its’ measuring
method, implementation and experiments to measure and
evaluate the performance of motor control functions. The new
task and the measuring method enable to measure the precise
movements easily and in a short period of time. The proposed
method is safe, because there is no need to attach a device to a
subject nor to make exaggerated motions. This paper presents
a method to evaluate the aging process of motor control
functions using the objective measurement of cooperative
movement in both hands, its implementation, and experiments.

Keywords-aging; aging process; motor control function;
measurement; evaluation.

L INTRODUCTION

With aging, our physical function deteriorates, and also
our brain functions do. In advanced countries, our
populations are getting older. Our physical deteriorations are
measured easily. We need to measure the deterioration of
brain functions also. There are tests to measure memory
functions and congnitive disorders.

A cooperative movement with other movements is more
difficult than simple movements. For instance, clapping
hands is easy. However, clapping hands synchronizing with
other people is difficult. Synchronizing movement is the base
of cooperative movement. For synchronizing with another
motion, we need to feel the other motion, to recognize the
motion, to memorize the motion, and to generate the
synchronizing motion. We may estimate the performance of
total brain function by observing the process of
synchronizing movement.

There are many motor tasks that measure human motor
function abilities. They are the Purdue pegboard task, a seal
affixation task, a tray carrying task, etc. [1] - [3]. These tasks
estimate human motor function abilities based on the results
from the tasks. There is no observation on the process of the
tasks. There are also some synchronization tasks used to
measure the motor function of a human. One example is a
synchronization of finger taps with periodically flashing
visual stimuli and synchronization with an auditory
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metronome. In these tasks, the timing between the stimuli
and the tapping is measured. There is no observation about
the process of the tapping [4] - [10].

Recently, many cheap and easy measurement methods
for the movements of a human body have been developed.
For instance, some of these sensors include Kinect sensor,
and Leap motion sensor [11] [12]. There are many
applications that use these sensors to control computers. For
example, there are many video games that use these sensors
to control avatars in the games [13].

Using the new motion sensor, we can measure the motion
of hands easily and precisely. The human hands are the parts
of the body that can make the most complex movements. We
have proposed a method that measures the precise
movements of hands synchronizing the movements of hands
on a display. The synchronization needs visual perception of
the displayed hands’ images and precise control over the arm
muscles. The resulting measure is very sensitive. With this
measure, we can observe the performance of the motor
function precisely [14].

This paper proposes a new estimation method to evaluate
the performance of a brain function of an elderly person with
the measurement of a motion control function in cooperative
synchronizing movements. We believe this method helps to
detect the cognition disorder in early stages.

The rest of this paper is organized as follows. Section II
discusses the task to synchronize hands’ movements with
visual presentation. Next, we discuss the experimental setup
in Section III, and show our experimental results in Section
IV. Finally, we conclude this work in Section V.

II.  VISUAL SYNCHRONIZATION TASK

There are many motor tasks that intend to measure the
motor function of a human. However, most of these tasks
measure the results from the tasks. There are some tasks that
measure the synchronization between a finger tap and
stimuli. With human observations, it is difficult to measure
the process of synchronizing movements. Now, we can use a
Kinect sensor and a Leap Motion sensor. These sensors
measure the three-dimensional movements of a human body.
With these sensors, we can measure the precise movements
of a human body.

We can synchronize our movements with each other. For
instance, when dancing, dancers can synchronize their
movements with each other. A synchronization of movement
is more difficult work than a simple imitation of movement.
To generate synchronized movements, we need to observe
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the motion to be synchronized. We need to generate the
motion to be similar to the motion synchronized. We need to
observe the generated motion synchronizing the original
motion. We need to estimate the divergence between the
original motion synchronized and the motion synchronizing
the original motion. We need to control the speed of the
motion synchronizing. These functions form a feedback loop.
However, there is a delay in our processing. To compensate
our brain’s processing delay, we need to estimate the delay
itself and make proper amount of feedforward.

This processing loop is shown in Fig. 1. For estimating
the total brain function, we need to include all the functions
of the brain. The visual synchronization task includes vision
and motor functions. The vision includes not only the static
sight, but also the dynamic sight.

The visual synchronization is more difficult than audio
synchronization. So, we observe the wider brain functions
with the visual synchronization tasks than the audio
synchronization tasks.

Our proposed visual synchronization task is the
synchronization between the position of stimuli on a display
and the position of the hands. Our synchronization task is not
the synchronization between the timing of the stimuli and the
timing of action. The measurement of timing is only one
scalar value in a cycle of stimuli. In our proposed
synchronization task, the measuring result is a sequence of
triples of the positions of the stimuli and the ones of subject’s
hands in a cycle of stimuli. For instance, we have 100
measurements in a cycle of stimuli.

A.  Motion synchronization measure

We define the synchronization measure using Fast
Fourier Transform (FFT) results of the estimated poses of
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both hands in each cycle. If a subject makes complete
synchronization to the stimuli, the resulting pose of both
hands follows a complete sine curve. As a result, at every
cycle of the rotation of hands, the result of FFT has a zero
value at the second term or higher terms. We define the
measure as (1). This measure increases with the distance
from ideal sine curve.

t/4

NSM=(Z mx)/ml

x =2

(D

In (1), ¢ is the number of terms. m, is the absolute value
of the x-th term of the result of FFT. m, is the power of the
lowest frequency. This represents one cycle of a hand’s
rotation. If the rotation of a hand follows the stimuli images
precisely, m; carries all powers of the hand’s rotation. Other
terms carry no power. In that case, the measure in (1) is 0.

m, is a value that represents the average of poses. This is
not included in (1). As a result, this measure does not depend
on the absolute poses of hands.

We call this measure as Non-Smoothness-Measure
(NSM). This measure may span from 0 to infinity.

Our proposed system observes two hands. So at every
cycle, we have two NSMs.

B. Phase

The NSM is the measure of the difference of a motion
based on the displayed motion. However, there is a
difference of timing between the displayed motion and a
user’s motion. The tapping test measures the difference
between a stimulus and the response of a user. In the
proposed synchronization task, the difference in timing is the
difference of phases.

In the result of FFT, there are phases of all frequencies.
In our experiments, these are from 0 Hz to 50 Hz. The signal
of 1 Hz represents the ideal motion based on the proposed
example motion. Therefore, we use the phase of the signal of
1 Hz for evaluating the timing of the motion.

III. EXPERIMENTS AND DISCUSSIONS

A. Experiments Setup

From the pre-experiments, the speed of the hands’
rotation is best at one cycle per second. Subjects need about
three cycles to synchronize their movements of hands to the
proposed motion images and remember the motion. As a
result, one trial of an experiment needs at least 11 S. For
getting reliable results, we decided that the length of a trial
would be 25 cycles of rotations. This means that one trial
needs 25 S. Fig. 2 shows the relations among parts, cycles,
and sections in a trial. A cycle is one flip of hands. There are
two parts. One part is an example displaying part. The other
is no-example displaying part. The sections are periods to
analyze measured data. The first section shows the status of a
subject in the motion example displaying part. The second
section does the status just after the disappearance of the
motion example. The third section shows the status a few
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seconds after the example motion disappears. Before starting
a trial, we instruct subjects to synchronize their hands to the
displayed hands’ images and continue to move the hands
after the example motion disappears.

B. Experiment

1) Young and Healthy People
We obtained 156 valid trials with four healthy, male
students, with ages between 23 - 24 years old. At each trial,
we have 25 pairs of NSMs and 25 pairs of phases, at most. In
many cases, a subject could not move his hands as the
displayed hands at the first cycle. The NSM shows the
difference of the motion of subject’s hands from the
proposed example motion. The phase represents the
difference of the timing between the proposed example
motion and the motion made by a subject.
2) Elderly people
We performed experiments with elderly people, 75 years
old in average. They are all healthy for their age. In our
observation, one female has difficulty walking. So, we have
14 healthy elderly people, four males and ten females. Each
one made two trials, for a total of 28 trials. One trial had a
failure in measurement. We obtained 27 valid measurements
of the trials.
3) Measure for a trial
In a single cycle, the measured movements of hands may
match the proposed example movements accidentally. We
estimate the performance of the motion control function with
the average motions in three continuous cycles. And, we
estimate the performance of a subject in a trial with the best
movements in the averages of three continuous cycles.
Equation (2) defines the performance of a hand in a trial.

NSMH = m}% average(NSM;, NSM; 1, NSM;,2)  (2)
=1,

Figure 2. Relations among a session. phases and sections
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NSMH is the performance of a hand in a trial. NSM; is
the NSM at i-th cycle defined as (1). We have two NSMHs in
a trial. They represent the performances of both hands.

We define the performance measure in a trial as (3).

NSMT = min(NSMH,, NSMHy) 3)

In (3), NSMT is the performance measure in a trial.
NSMH, is the NSMH of the left hand. NSM Hj, is the NSMH
of the right hand. This NSMT represents the performance of
a subject in a trial.

IV. RESULT AND DISCUSSIONS

A. NSMs

1) Young people

Table I summarizes the NSMs at each cycle in young
people. At the first cycle, a subject tries to synchronize his
hands’ motions with the displayed example motion. The
average NSM of the first cycle is larger than other cycles.
After three cycles, a subject completes the synchronization of
his hands to the displayed motions. The NSMs at cycle 3 to
cycle 10 are low. At the start of cycle 11, the example hands
image disappears. The NSM at cycle 11 increases a little.
The differences among cycles are small. Fig.3 shows the
average of NSMs in each cycle.

In our experiments, the memory related to simple motion
is good in the first five seconds from the disappearance of the

TABLE I. NSMS.OF YOUNG PEOPLE

Cycle Examp le Average Standard derivation
motion

1 Y 0.390 0.153
2 Y 0.266 0.058
3 Y 0.267 0.060
4 Y 0.253 0.054
5 Y 0.256 0.062
6 Y 0.255 0.061
7 Y 0.257 0.103
8 Y 0.252 0.056
9 Y 0.252 0.062
10 Y 0.248 0.059
11 N 0.265 0.070
12 N 0.261 0.074
13 N 0.265 0.078
14 N 0.267 0.068
15 N 0.269 0.076
16 N 0.270 0.083
17 N 0.290 0.135
18 N 0.306 0.185
19 N 0.299 0.151
20 N 0.284 0.147
21 N 0.351 0.771
22 N 0.316 0.355
23 N 0.378 1.086
24 N 0.405 1.468
25 N 0.315 0.156
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proposed example motion shown in Fig. 3. After five
seconds, there is a little loss in motion precision.

We computed the difference between the distribution of
the NSMs at cycle 10 and the distribution of other cycles
after cycle 10.

We confirm that they have the same distributions using t-
test. Table II shows the probability of sameness of the
distributions from one of the cycle 10. Fig. 4 shows the
probabilities. From cycle 13 to cycle 19, the probabilities are
decreasing. This shows that the short-term memory of motor
function decrease rapidly. After cycle 20, subjects lost the
memory about the motion, and their hands’ motions became
more random.

With NSMTs, we estimate the performance of the
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younger people in synchronizing their hands’ movement to
the displayed hands’ movement. Fig. 5 shows the distribution
of NSMTs of younger subjects. The NSMTs concentrate
around 0.2.
2) Elderly people

Table I summarizes the NSMs at each cycle in elderly
people. At the first cycle, an elderly subject synchronizes his
hands’ motions to the displayed example motion. The
average NSM of the first cycle is larger than other cycles.
After six cycles, a subject finishes to synchronize his hands
to the displayed motions. The NSMs at cycle 4 to cycle 10
are low. At the start of cycle 11, the displayed example hands

TABLE II. PROBABILITIES OF SAMENESS OF NSM
TO THE CYCLE 10.

Cycle Probability of sameness
11 0.0219
12 0.1287
13 0.0305
14 0.0091
15 0.0070
16 0.0060
17 0.0005
18 0.0002
19 0.0001
20 0.0053
21 0.0966
22 0.0194
23 0.1365
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Figure 5. Distribution of NSMTs of young people.
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image disappears. The NSM increases from cycle 11 to cycle
14. The differences between cycles are not large. Fig. 6
shows the average of NSMs in each cycle.
3) Comparison between young people and elderly people
We have 158 NSMTs of young people and 27 NSMTs of
elderly people. On average, the NSMTs of young people are
smaller than the NSMTs of elderly people. However, we

TABLE III. NSMS.OF ELDERLY PEOPLE

Cycle Example Average Standard derivation
motion

1 Y 1.474 0.953
2 Y 1.057 1.212
3 Y 0.887 1.069
4 Y 0.800 1.044
5 Y 0.645 1.016
6 Y 0.490 0.393
7 Y 0.511 0.376
8 Y 0.575 0.654
9 Y 0.438 0.218
10 Y 0.433 0.221
11 N 0.723 0.637
12 N 0.921 1.263
13 N 0.600 0.580
14 N 0.787 0.997
15 N 0.711 0.667
16 N 0.549 0.471
17 N 0.508 0.396
18 N 0.588 0.500
19 N 0.700 0.567
20 N 0.648 0.551
21 N 0.753 0.703
22 N 0.773 0.737
23 N 0.644 0.509
24 N 0.559 0.512
25 N 0.565 0.125
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Figure 6. NSMs in each cycle on elderly people.
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TABLE IV. T-TEST BETWEEN NSMTS OF YOUNG AND

ELDER/
Elder Young
Average 0.395186 0.214459
Distribution 0.009645 0.000892
#samples 27 158
Freedom 27
t 9.487605
P(T<=t) 2.17E-10
t 1.703288
P(T<=t) Both 4.33E-10
t both 2.051831

need to check the reliability. We perform a t-test with these

two groups of NSMTs. Table IV shows the result of the t-test.

The probability of being the same is less than 10°. The
deference between young people and elderly people is
significant. This implies that NSMT can measure the
deterioration as a result of the aging process. There is an
apparent difference between NSMs of young people and
ones of elderly people, as shown in Fig. 3 and Fig. 6.
4) Aging in NSMTs

In elderly people, the deterioration of motor control
function increases with the aging process. Fig. 7 shows the
relation between the age and the NSMT of each elderly
person. The correlation coefficient between the age and the
NSMT of elderly people is 0.467. There is a linear relation
between the age and the NSMT. The linear approximation is

().

NSMT = 0.0088a — 0.26 4)

In (4), NSMT is the performance measure of motor
control function. a is the age of a subject. The age ranges
between 66 years old and 83 years old.

The average of NSMTs is about 0.2 in young people. If
the deterioration of motor control function shows a linear
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Figure 7. Age-NSMTs relation of elderly people.
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relation with the age of a subject from the start of the
deterioration, we can estimate the motor control function age
with (5) over 53 years old people.

NSMA = 114MSNT + 29.5 ®)

In (5), NSMA is an aging years of motor control function.

NSMT is a measured NSM at a trial. This shows the
measurement of motor control function can estimate the
aging of a brain function of elderly people.

B. Phases

The phase of the measured motion represents the timing
of motion. In phases, there is apparent difference between the
first period where the example motion is displayed and the
second period where the example is not displayed in a trial.
In the part from cycle 1 to cycle 10, the phases keep a
similar value. From cycle 11, the phases change gradually.
This represents the difference between the speed of the
example motion and one of the memorized motions. From
this phase change, we can measure the difference of timings
between the example motion and the memorized motion.

1) Young people

We assume that the phase change in the first part of a
trial is smaller than the phase change in the second part of the
trial. We divided all cycles into three sections. To confirm

TABLE V. PHASE CHANGES IN SECTIONS OF YOUNG PEOPLE.

Section Cycles Slant of phase change
1 4-10 0.022
2 11-17 0.111
3 17-23 0.113
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this assumption, we calculate the linear approximation of the
phases in each section. The first section starts from cycle 4,
and ends at cyclel0. The second section goes from cycle 11
to cycle 17. The third section goes from cycle 17 to cycle 23,
as shown in Fig. 2. In 158 valid trials, there are delays and
advances in phases. We evaluate phase change in absolute
value.

Table V shows the averages of the slant of each section.
The average absolute slant of phases in the first section is
smaller than the one in the second section and the third
section. Fig. 8 shows this relation. In Fig. 8, there is an
apparent increase of phase changes in 2" and 3" sections.

Statistically, the first section and the second section have
difference bases. Calculation of the t-test confirms that the
difference is significant. The t-measure between these two
sections is over 12. The probability is under 102°. The t-
measure between the second section and the third section is
0.18. The probability is over 0.85. This confirms that the
second and the third sections have a same base. This result
means that the memory about the timing of motion remains
for at least 15 seconds.

2) Elderly people

We also calculate the linear approximation of the phases.
Table VI shows the average absolute slant of phase’s change
in each section.

There are apparent differences of the phase changes
between young people and elderly people. Elderly people
have some difficulties to keep the pace of flipping their
hands. In phases, it is difficult to find the proper scale
representing an aging process.

C. Discussion

With the NSMs, there is no apparent change between
with and without a displayed motion example. Before 15
seconds, there is little decay of the memory of motion. After
16 seconds, Fig. 3 shows a little increase of the NSMs.

With the phases, there is apparent difference between
with and without a displayed motion example. The changes
of measured phases represent an error in the timing of a
measured motion. Some trials show delay, and others show
advance. The phase change shows the error about the
memory of the timing. The proposed method measures the
timing and the process of movements. A classical tapping
test measures the timing only. However, in this experiment,
the difference of 0.001 radian in phase is the difference of
0.00016 seconds in time. The proposed timing measure about
motor function based on the phase of the basic movement is
very keen. The classical tapping test can measure the
difference of 0.0001 seconds now. However, the mechanical
features about a hand and a switch make it difficult to
measure the small difference of time.

V. CONCLUSION

This paper proposes the pair of the measurement and
evaluation method of motor control function to estimate the
deterioration with an aging process. The proposed method is
implemented and tested in experiments. The task is easy to
perform. For instance, it needs only 25 seconds. The

54



GLOBAL HEALTH 2016 : The Fifth International Conference on Global Health Challenges

TABLE VI. PHASE CHANGES IN SECTIONS OF ELDERLY

PEOPLE.
Section Cycles Slant of phase change
1 4-10 0.146
2 11-17 0.323
3 17-23 0.373

proposed Non-Smoothness Measure has enough power of
discrimination of a motor control function. The phase
changes also have enough power to measure the very small
error in timing remembered.

The experimental results confirm that the proposed
method can measure and evaluate the deterioration of a
motor control function with an aging process precisely. This
paper proposed a method to estimate the age according to the
aging process of the motor control function. This age helps to
measure the deterioration of the brain function, and it can
detect the very first stage of cognitive impairment. We will
perform larger scale experiments in the next step.
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Abstract— Biomechanics analysis is frequently used in both
clinical and sporting practice in order to assess human motion
and performance of defined tasks. Whilst camera-based
motion systems have long been regarded as the ‘Gold-
standard’ for quantitative movement-based analysis, their
application is not without limitations as regards potential
sources of variability in measurements, high costs, and
practicality of use for larger patient/subject groups. Another
more practical approach, which presents itself as a viable
solution to biomechanical motion capture and monitoring in
sporting and patient groups, is through the use of small-size
low-cost wearable Micro-ElectroMechanical Systems (MEMs)-
based inertial sensors. The clinical aim of the present work is
to evaluate gait during rehabilitation following knee injuries
and to identify gait abnormalities through a wireless inertial
sensing system. This system was developed at the Tyndall
National Institute to meet clinician-defined needs, and is able
to provide a complete biomechanics assessment without the
constraints of a motion capture laboratory. The derived
motion parameter outcomes can be analyzed by clinicians and
sport scientists to study the overall patients’ condition and
provide accurate medical feedback as to their rehabilitative
progress. Detection of atypical movement characteristics is
possible by comparing the performance and variability in
motion characteristics in the patient’s affected and unaffected
lower-limbs. The work is ongoing, and to date the system has
been tested on only one impaired subject, additional clinical
trials are currently being planned with an enhanced number of
injured subjects. This will provide a more robust statistical
analysis of the data in the study. The present feasibility study
proved that inertial sensors can be used for a quantitative
assessment of knee joint mobility, and gait mechanics during
the rehabilitation program of injured subjects and can provide
valuable information to clinical experts as regards patient
rehabilitation.

Keywords- Inertial Sensors; Wearable

Rehabilitation.

Microsystems;

l. INTRODUCTION

Biomechanics analysis is frequently used in both clinical
and sporting practice by clinicians to track patient progress
and to define rehabilitations programs through the
assessment of human motion during the performance of
defined tasks. Common examples include the use of camera-
based motion analysis systems during formal gait analysis by
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rehabilitation professionals to ascertain measurements of
Temporal (Time) & Spatial Characteristics associated with
gait parameters. This enables clinicians to identify gait
deviations in paediatric and amputee populations, screening
elderly people for risk of falling, to objectively monitor
patient’s progress, and to help determine the efficacy of
surgical and therapy interventions [1]-[4].

Whilst camera-based motion systems have long been
regarded as the ‘Gold-standard’ of quantitative movement-
based analysis, their application is not without limitations as
regards potential sources of variability in measurements,
relatively high costs of instrumentation including access to
specialist motion labs, as well as practically of application
for larger patient/subject groups, as has been discussed by
Chau et al. [5].

From a clinical perspective, observational forms of
clinical gait analysis frequently forms the corner stone of
patient knee joint assessment, and is typically used in
parallel with manual clinical assessment techniques, such as
stress-testing evaluation of joint laxity, range of movement
(ROM), and manual and/or isokinetic strength assessment,
as well as contextual subjective patient questionnaires, such
as International Knee Documentation Committee (Form)
IKDC [1][3].

However, the use of observational gait analysis (non-
empirical assessments), even when used by experienced
clinicians, may not be adequate or sensitive enough to detect
subtle clinical pathological changes in movement following
knee surgery [3][4].

Another approach, which has been explored as a more
practical and viable solution to biomechanical motion
capture and monitoring in sporting and patient groups, is
through the use of small-size low-cost wearable inertial
sensors [1][3][4].

BAROMETER

Figure 1. Tyndall Wireless Inertial Measurement Unit (WIMU)
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Nevertheless, despite the great amount of work
presented in literature on inertial sensors for biomechanics,
such a technology has been adopted for monitoring lower-
limbs during rehabilitation or tele-rehabilitation only in few
cases (for example [6][7]). In even fewer cases, inertial
sensors were adopted to assess injured athletes’ joint
movement during rehab (such as, ankle [8] or shoulder [9]).
To the best of authors’ knowledge, only one study [10] has
investigated athletes’ movement following knee injuries;
however, the proposed solution (e.g., a full-body suit
equipped with 10 wearable sensors) may be cumbersome.

The clinical aim of the present ongoing work is to
evaluate gait during rehabilitation following knee injuries
and to identify gait abnormalities through a wireless
portable easy-to-use inertial sensing system. The wireless
sensing system, developed at the Tyndall National Institute,
consists of two sensors per limb, and is able to provide a
complete biomechanics assessment (without the constraints
of a laboratory) for a series of scripted activities. The
derived outcome can be analyzed by clinicians and sport
scientists to study the overall patients’ condition and
provide accurate medical feedback, thus proving that inertial
sensors can be used for a quantitative assessment of knee
joint mobility, and gait mechanics during the rehabilitation
program of injured athletes.

This work was a phase one feasibility study. In order to
further validate the drawn conclusions in statistical terms,
additional clinical trials, with larger and homogeneous
populations, are needed and currently being planned. This
feasibility study represent a prerequisite to a larger cross-
sectional/cohort trial that will assess sport performance
analysis and movement pattern alterations detection in
people following knee injuries pathologies through wearable
inertial sensing technology. Ethics approval has been
secured for this proof-of-concept work and larger scale
validation trials.

The present work is organized as follows. The
methodology of the study, with a description of the
hardware and of the protocol used during the test, are
described in Section Il. The obtained results are shown in
Section 11l and exhaustively analyzed and discussed, also
providing new requirements for future clinical trials.
Finally, conclusions are drawn in the last section.

Il. METHODOLOGY, HARDWARE, AND PROTOCOL

The parameters taken into account for a complete
assessment are as follows:

e Temporal events: toe-offs, heel-strikes, mid-stance;

e Temporal intervals: gait cycle duration, stance
phase, swing phase, single and double support,
cadence (or step rate), number of cycles, swing
symmetry;

e  Spatial parameters: stride length, stride velocity (or
speed), peak angular velocity, shank clearance;

e Knee range of motion.
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For each of those parameters, it is possible to calculate
min, max, mean, median, standard deviation values and
extrapolate the related Coefficient of Variability (CV).

The system consists of two Tyndall Wireless Inertial
Measurement  Units (WIMUs) per leg with 3D
accelerometer/gyro (@ 400 Hz) and Bluetooth Low-
Energy/SD cards (Fig. 1). WIMUs have been attached to the
anterior tibia, 10 cm below the tibial tuberosity, and to the
lateral thigh, 15 cm above the tibial tuberosity using surgical
adhesive tape.

The data fusion algorithms are implemented in Matlab,
and the scenarios considered are walking and hamstring curl
— defined by physiotherapists as good indicators of
rehabilitation progress. In the walking scenario, the subject
stands on a treadmill, which is then being operated at
different speeds (3 and 4 km/h) for approximately one
minute per test. In the hamstring curl scenario, the subject
stands and bends the knee raising the heel toward the ceiling
as far as possible without pain, relaxing the leg after each
repetition. A significant number of repetitions for each
scenario was carried out, so as to provide an accurate picture
of the conditions. The system has been tested with an
impaired subject. The impaired subject is a female athlete,
age: 44, height: 161 cm, and weight: 52 kg, with good
general health status, with history of knee injuries in the last
2 months before testing (reconstructed anterior cruciate
ligament in the left leg following a sporting injury), and
tested for 3 months starting from one month after surgery.

IIl.  RESULTS AND DISCUSSION

Knee joint angles have been estimated for the participant.
Results are shown for the hamstring curl scenario in Fig. 2
(left leg on the left, and right leg on the right), where each
line indicates the reference joint angle values extrapolated
from the exercises performed by the unimpaired subject at 4,
6, 8, and 10 weeks following the knee surgery. Those lines
represent the average characteristic of all the individual
repetitions carried out at each testing session. While the lines
for the right lower-limb are always consistent throughout the
rehabilitation process, the left impaired lower-limb shows a
great difference in the results obtained in the first session
(after 4 weeks) compared to the other ones. All the following
sessions are comparable also for the left lower-limb.

Finally, all the gait spatio-temporal parameters
mentioned in Section 2 have been calculated for the walking
scenario (at 3 and 4 km/h) for both legs of the impaired
subject. Results are summarized in Fig. 3.

As per the temporal variables, the first session after 4
weeks shows a strong difference between left and right leg
due to injury’s effects on gait, especially highlighted by the
CV. In the following testing sessions, performance from
affected and unaffected lower-limbs become comparable.
Those considerations are valid for both speeds of the
walking scenario.

Dissimilarities are also clear as per spatial parameters.
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Figure 2. Joint Angles for left leg (left) and right leg (right) measured throughout rehabilitation (hamstring curl exercise).
4 weeks a.s. 6 weeks a.s. B weeks a.s. 10 weeks a.s.
Left Leg Right Leg Left Leg Right Leg Left Leg Right Leg Left Leg Right Leg
Gait Cycle Durafion (s) | 1.3264 + 0.0540 | 1.3275 + 0.0188 | 1.4048 + 0.0168 | 1.4080 £0.0179 | 1.4053 £ 0.0196 | 1.4092£0.0198 | 1.3572 £ 0.0224 | 1.3587 = 0.0154
(4.0707) (1.4184) {1.1808) (1.2766) {1.3876) {1.4031) (1.6472) {1.4310)
Stance Phase (s) 0.8535 £ 0.0471 | 0.8560 +0.0144 | 0.8828 £0.0130 | 0.9121 £0.0153 | 0.8942 £ 0.0204 | 0.9171 £ 0.0138 | 0.8541 £0.0224 | 0.8857 £+ 0.0173
(5.5159) {1.6859) {1.4753) (1.6726) (2.2778) {1.5085) (2.6248) {1.8320)
Swing Phase (s) 0.4730 + 0.0489 | 0.4715 £0.0101 | 0.5221 £0.0124 | 0.4808 £ 0.0109 | 05111 £0.0071 | 0.4822 £ 0.0128 | 0.5031 £0.0152 | 0.4630 + 0.0087
{10.3425) (2.1442) {23671) (2.2123) (1.3962) {2.6004) (3.0247) {1.8799)
Single Support s) 0.8444 £ 0.0523 (5.5378) 1.0128 £ 0.0168 (1.6558) 1.0032 +£0.0130 (1.2921) 0.9662 +0.0181 (1.5744)
Double Support (s) 0.3830 £ 0.0511 (13.3478) 0.3920 £ 0.0144 (3.6648) 0.4080 £ 0.0152 (3.7526) 0.3926 = 0.0230 (5.8471)
Cadence (step/min) 452346 451877 427082 42 7656 42 5958 425762 44 2072 441580
Swing Simmetry 1.0076 +0.1056 (10.4838) 0.9406 £ 0.0293 (3.1191) 0.9633 £0.0313 (3.2443) 0.9210 £ 0.0278 (3.0187)
Stride Length (m) | 0.9218 £0.1436 | 1.2633 £ 0.0717 | 1.0038 £ 0.0693 | 1.0881 £ 0.0744 | 0.9514 £0.0614 | 1.1749 £ 0.0960 | 1.0061 £0.0932 | 1.0271 £ 0.0670
{15.5630) (5.6783) (6.9074) (6.8416) (6.4526) {8.1704) (9.2608) (6.5214)
Stride Speed (m/s) | 0.6953 £ 0.1067 | 0.9517 £0.0541 | 0.7144 £0.0474 | 0.7754 £ 0.0482 | 0.6770 £0.0421 | 0.8335 £ 0.0651 | 0.7410 £ 0.0843 | 0.7560 + 0.0488
{15.3438) (5.6678) (6.6413) (6.3493) (6.2134) (7.8095) (8.6810) (6.4557)
Shank Clearance (m) | 0.0242 +(.0049 | 0.0645 +0.0126 | 0.0217 £+ 0.0050 | 0.0346 £ 0.0070 | 0.0175 £ 0.0035 | 0.0285 + 0.0081 | 0.0404 + 0.0077 | 0.0343 + 0.0065
(20.2683) (18.6077) (23.1823) (20.3285) (19.8007) (28.5536) {18.1704) (18.0170)
4 weeks a.s. 6 weeks a.s. B weeks a.s. 10 weeks a.s.
Leit Leg Right Leg Left Leg Right Leg Left Leg Right Leg Left Leg Right Leg
Gait Cycle Duration (s) | 1.1782 £ 0.0760 | 1.1874 +0.0169 | 1.2156 £ 0.0158 | 1.2156 =0.0177 | 1.1579 £ 0.0305 | 1.1652 £ 0.0134 | 1.1556 £ 0.0146 | 1.1532 + 0.0169
(6.4469) {1.4195) {1.3031) (1.4587) (2.6329) {1.150) {1.2609) (1.4728)
Stance Phase (s) 0.7734 £ 0.0532 | 0.7369 +0.0140 | 0.7647 £ 0.0155 | 0.7438 £ 0.0134 | 0.7070 £ 0.0206 | 0.7217 +0.0116 | 0.7092 +0.0128 | 0.7254 £ 0.0125
(6.8757) (1.8010) {1.8014) (2.0329) (2.8088) {1.8060) (1.8086) (1.7251)
Swing Phase (s) 0.4048 +0.0613 | 0.4504 +0.0096 | 0.4719 £ 0.0060 | 0.4509 = 0.0096 | 0.4509 +0.0201 | 0.4335 £ 0.0088 | 0.4464 + 0.0063 | 0.4278 + 0.0093
(15.1344) (2.1377) {1.2652) (2.1247) (4.4652) {2.0208) {1.4001) (21727
Single Support (s) 0.8552 + 0.0609 (7.1259) 0.9228 +0.0115 (1.2477) 0.8844 +0.0243 (2.7436) 0.8742 +0.0120 (1.3770)
Double Support (s) 0.3230 + 0.0518 (16.0521) 0.2928 + 0.0158 (5.4296) 0.2735 +0.0221 (8.0865) 0.2813 £ 0.0107 (3.8179)
Cadence (step/min) 50,9261 50.5320 48 3577 483573 518167 518387 518220 520280
Swing Simmetry 11414 +0.1928 (16.8902) 0.9560 £ 0.0231 (2.4184) 0.9627 +0.0373 (3.8788) 0.9586 +0.0229 (2.3890)
Stride Length (m) 1.0786 + 0.0893 | 1.3574 +0.0484 | 1.0620 +0.0450 | 1.2122 + 0.0828 | 0.9792 +0.1695 | 1.2087 + 0.0406 | 1.1661 £ 0.0495 | 1.1794 + 0.0851
(8.2798) (3.5631) (4.2325) (6.8283) [17.3061) (3.3508) (4.2479) (7.2171)
Stride Speed (m/s) | 0.9175£0.0778 | 1.1431 £0.0368 | 0.8738 £0.0393 | 0.9974 £ 0.0710 | 0.8457 £0.1467 | 1.0483 £0.0333 | 1.0090 £ 0.0376 | 1.0224 + 0.0673
(8.4793) (3.2216) (4.5020) (7.1193) (17.3504) {3.1800) (3.7263) (6.5763)
Shank Clearance (m) | 0.0277 +0.0051 | 0.0553 +0.0080 | 0.0255 +0.0033 | 0.0502 £0.0132 | 0.0281 +0.0053 | 0.0498 £ 0.0144 | 0.0411 £0.0052 | 0.0469 +0.0079
(18.3936) (14.4414) (13.0101) {26.3868) (18.8418) (28.8038) {12.5886) (16.8087)

Figure 3.
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Walking spatio-temporal parameters at 3 (up) and 4 (down) km/h for each testing session. Mean and St. Dev. shown. CV is indicated in brackets
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For instance, the evident difference (roughly 30 cm)
between left and right stride length in the injured subject at
3 and 4 km/h in the first session is much larger compared to
the same divergence measured during the remaining testing
sessions. Indeed, the left stride length for the impaired
athlete is always shorter compared to her right stride length
at every speed and for every session.

The CV associated to the stride length is an additional
parameter that further shows this dissimilarity. The average
CV for the right stride length is always consistent at each
session, whilst this is not evident in the CV measured on the
subject’s left lower-limb, especially on the session after 4
weeks.

The same characteristics are observed in the estimation
of stride speeds and shank clearance. The difference
between left and right stride speed in the following sessions
is much limited compared to the same variable measured
during the first one. The associated CV for right and left
stride speed proves this conclusion as well.

Finally, while the difference between the mean values of
left and right shank clearance is consistent at the first
session at 3 km/h, and is limited in the following weeks,
such a difference remain visible until the 4" session (after
10 weeks) when considering the speed at 4 km/h, which
involves higher dynamic movements.

All those results indicate that the gait measurements
gathered from the subject after 6 weeks are far more
repeatable and stable than the gait variables collected at the
first session. Therefore, this feasibility study has proved that
the studied wearable inertial sensing technology is able to
potentially detect atypical gait movement characteristics
accurately and reliably by comparing performance and
differences in the affected and unaffected lower-limbs.

Those results also proved how critical and important the
first 6 weeks of rehabilitation after knee surgery may be,
which should be targeted and analyzed with much frequent
data captures in the following studies. Moreover, it has been
shown how only joint angles or gait spatio-temporal
parameters may be too limited in order to provide a
complete picture of the subject’s condition after the first
phase of rehabilitation. Therefore, new variables should be
considered so as to define also more subtle aspects of the
gait change, such as postural sway, the energy expenditure
and the movements’ smoothness.

Finally, given that alongside re-education of motor
patterning, muscular reconditioning is an important
rehabilitation goal during the restoration of function after
injury, further exercises targeting fatigue and muscle
strength/power estimation should be included into the
protocol for the following studies, so as to have a better
understanding of the overall patient’s progress throughout
the procedure.

Copyright (c) IARIA, 2016. ISBN: 978-1-61208-511-1

IV. CONCLUSIONS & FUTURE WORK

This work presented a wearable inertial system for an
objective assessment of lower-limbs. Detection of atypical
movement characteristics was measured by comparing
performance and differences in the affected and unaffected
lower-limb. The test subject will continue to be monitored
throughout the complete rehabilitation in order to measure
her response to therapeutic treatment. An enhanced number
of subjects, with homogeneous characteristics, will also be
tested in the future so as to have a more robust base for the
study and further validate the drawn conclusions in statistical
terms. These additional clinical trials are under development.

However, the present feasibility study proved that
inertial sensors can be used for a quantitative assessment of
knee joint mobility, and gait mechanics during the
rehabilitation program of injured subjects.
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Abstract— The use of electronic health records (EHR) has been
increased substantially to improve quality of healthcare
outcomes. That’s why recent EHR systems have been eagerly
evolving from patient documentation systems toward
intellectual tools for physicians to accomplish their tasks. Such
evolution would mean continuous changes to the current EHR
systems, which would be a real challenge since the designed
software for these systems is usually customized based on prior
requirements and thus having the correct workflow design is
an essential key to allow system intellectuality and system
automation. Such upgrade would give more realistic view to
the patient medical profile by associating all related medical
entities in a hierarchical order without losing the usability and
performance of these systems. This new approach treats the
EHR system as a storage manager, which is an important
advantage from the development prospective especially for any
future changes in any of the different layers.

Keywords-workflow; electronic health record; causality; logical
modeling.

l. INTRODUCTION

Consider a simple chat regarding a missing boy; the
mother who is worried about her child not coming home
sends a message to her friend asking “my boy is missing”
(message 1), then the mom sends another message stating
that her boy is home and no need to worry (message 2); her
friend replies saying “thanks god” (message 3). So for these
three messages it’s obvious that “message 3” was caused by
“ message 2” and the correct workflow of causality of these
messages concluded that the “thanks god” message makes
sense since now the boy is safe and she is happy about it.
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Now, assume that for some reason “message 2” is missing
then the whole concept would change and therefore
“message 3”, which is “thanks god” would look as if it was
caused by the “message 1” and in this case the message
would be completely misinterpreted because “thanks god”
would be an answer to “my boy is missing” message.

In medical profiling, similar scenarios may apply but in
much more serious conditions [1]. Consider a patient who
had a minor head injury two days before going to a clinic for
a severe swelling sinus and headache. After several
examinations by the physician, he was diagnosed with flu.
The head injury was not considered since it had nothing to
do with his symptoms so it was ignored. After few years, the
same patient was taken to the clinic again with serious
symptoms of amnesia. After careful examination, the doctor
concluded that this patient might be developing Alzheimer
disease. However, there could be a possibility that the minor
head injury which occurred a couple of years ago had
something to do with this patient memory loss, but since this
fact was not eliminated before, neither the doctor nor the
patient would even consider such possibility. The flow of the
symptoms and diagnosis can be thought of as messages or
processes of causality. For example, head injury is “message
17, then flu symptoms is “message 2”, followed by amnesia,
which is “message 3”. Therefore, if we had a knowledgebase
to remove message 2 from the flow, then it would have been
clear to the physician that amnesia (message 3) might have
been caused by the head injury (message 1).

In this paper, we introduce a causal workflow protocol,
which will act as a shim. A shim is a library that
transparently intercepts application program interface (API)
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calls on top of the electronic health records (EHR) system
and produces symptoms, as well as diagnoses based on
causality to assist physicians to have as much as possible
accurate presentation of the patient’s electronic profile.

Therefore, a bolt-on causal workflow layer to be added
on top of a general purpose EHR system will be responsible
to enforce the constraints for association and relation
between the patient medical entities and would leave all
other functionalities of the EHR management intact. The
bolt-on will act as a special task middle layer between the
user and the system by dealing with EHR system as a storage
system in most of the cases. Medical diagnosis information
processing dates back to the early seventies [2][3].

Section Il outlines the method and implementation
procedure. Section " presents enhancement
recommendations for future work. Section Il concludes the
article.

Il.  METHOD AND IMPLEMENTATION

In general, any typical medical procedure would consist
of a set of sequential examinations in order to determine the
diagnoses [4]. We can think of these procedures in EHR
system as top to bottom hierarchical workflow tree (t) while
every process or examination would be considered a node (n)
in this tree of flow since every visit (v) would be considered
a set of examination as illustrated in Fig. 1. Therefore, every
patient visit would create a new tree of examination
workflow consisting of a set of processes that may be viewed
as nodes.

N
Examination 1
(node 1)

Observation 1
(node 2)

Diagnosis 1

(node ;)

Examination 2
(node 4)

lagnosis 2

(Qode ;)

Figure 1. Patient visit process workflow.

Where the node n denotes a medical or process that can
affect the decision of the practitioner and therefore would
affect the process tree. Now, for m visits, a patient would
have:

tvy ...tV
of workflow trees

where each tree consists of
nq > nze nge

Noting the sequential relation between the nodes in every
workflow, almost every patient visit to a doctor can be

Copyright (c) IARIA, 2016. ISBN: 978-1-61208-511-1

related to a previous condition from previous visit. Hence,
there would be a cross relation between the workflow trees
such that tv;=>tv, = .. or in another word causal
relationship.

Clearly, we can see that with a missing causal reading
consistency in the EHR system, the patient workflow trees
would not provide the exact history and causality and
therefore enormous work would be up to the physician to
handle manually, redundantly, or even worse to build an
assumption based on missing relations.  This becomes an
important operational problem [5].

The bolt-on would have customized consistency rules
considered as meta-data. It would always put a unified causal
tree of related processes, which the client can only see
without further development. This shim would check
constraint on write and read based on causal-relation of any
process or examination, which in turn would guarantee
having all sequential nodes returned even across different
trees (horizontally in same workflow and vertically across
other workflows) and provide them seamlessly and
cohesively as depicted in Fig. 2. Finally, the architecture
suggests layers separation of safety and live-ness concerns.
So while the shim layer would handle consistency and
visibility, the underlying EHR would handle the live-ness
and usability to the end user.

Trees of | visit1 Patient Profile)

Causal IA tree of unified

related Bolt- |  [related processes
. and results

processe |Visit2 on (nodes) based on

Layer action similarity

as input . in different times
Visit 3 as output.

Figure 2. Bolt-on design unified causal tree.

After each patient visit, physicians would only be
concerned about the diagnosis of the patient in that specific
event and therefore all symptoms and incidents leading to the
conclusion to a certain diagnosis would be ignored. As a
result, symptoms and incidents would be observed only at
the analysis level currently; however, the set of concluded
diagnosis might be observed through any particular visit,
although sequential observation is most common.

As shown in the above example, it’s clear that valuable
incidents or symptoms (process) could be overlooked in the
time line of patient profile. Keep ALIVE methodology can
be applied to incidents, which are candidates to be needed
later. The need for each incident can be decided based on a
scale from 1 to 10 concluded from a knowledge base
providing the most-likability reaction between an incident, a
symptom and a diagnose.

In order to better evaluate the process, we can convert the
given example to a logical model. Logical models are
actionable plans, strategies or maps with clear outcomes and
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explicit steps for solving program problems. We use the
logical model in planning, implementation, evaluation and
communication. A more advanced notion of such models,
such as fuzzy logical models has been proposed. They have
contributed to building medical expert systems to assist
physicians in medical decision-making and patient care [6].

In any particular patient examination or visit, the current
symptoms and incidents will be treated as inputs,
observations checkups and examinations as activities where
diagnosis and final conclusions are the outputs. In addition
the previous diagnosis which is the history of the patient
would be considered as inputs also since it is pre-given and
has a direct effect on the whole logical process.

The given example can be logically proposed in the
logical model in Table I.

TABLE |. PATIENT FIRST VISIT LOGICAL MODELING.

Input Activity Output
- Current Symptoms - Observation - Diagnosis
0 Headache o Flu
o Sinus - Check-up
- Current Incidents - Prescriptions
0 Head Injury - Examination 0 Medl
- Previous Diagnosis 0 Med 2

In the second patient visit, the logical model would most
likely look as shown in Table II.

TABLE II. PATIENT SECOND VISIT LOGICAL MODELING.

Input Activity Output

- Current Symptoms - Observation - Diagnosis
0 Headache o Alzheimer
0 Amnesia - Check-up

- Current Incidents - Prescriptions
o None - Examination 0 Med1

- Previous Diagnosis 0 Med 2

0 Med 3

Consider a given knowledgebase k1: Head Injury ->
Brain bleeding -> Amnesia -> ...

When a patient comes back with a symptom that belongs
to a knowledge base and also a child of previously inspected
incident, then that incident would be flagged as ALIVE in
the database and it would then be added automatically as
input to the current visit logical model. Therefore, the auto-
adjust logical model would be shown as illustrated in Table
.

TABLE IIl. PATIENT DIAGNOSIS LOGICAL MODELING WITH
CAUSALITY ASSOCIATION.

Input Activity Output
- Current Symptoms - Observation - Diagnosis
0 Headache o Alzheimer
0 Amnesia - Check-up
- Current Incidents - Prescriptions
o None - Examination 0 Med1
- ALIVE Incidents 0 Med 2
o Minor Head Injury 0 Med3
- Previous Diagnosis
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The suggested association would always be present as
input based on the given medical knowledge base, which in
turn would provide enough resources to accurately provide
the patient present condition auto-linked with all previous
related conditions or incidents denoted in table Il underlined
and in bold in the input section.

From an implementation prospective, this process
requires a set of local resources such as linked knowledge
base. However with the tremendous medical data available
online now a day, making certain online resources in a
distributed environment available as inputs to EHR input or
activities sections in the logical model would clearly enrich
the system and would keep practitioners on the track with the
latest medical trends. That being said, it would be beneficial
to encapsulate the implemented code in the form of web
services. Creating web services would easily be used by
different EHR systems written indifferent programming
languages and would act as a standalone layer [7]. Web
services can be described as applications which are
dynamically self-contained, it can easily published,
consumed and located from distributed applications or
models over a local network or web based or even in a local
client server applications. Web services are built on top of
open standards such as TCP/IP (Transmission Control
Protocol/Internet  Protocol), HTTP (Hypertext Transfer
Protocol), also Java in-addition to HTML (HyperText
Markup Language), and XML (Extensible Markup
Language).

Typically, web services are XML-based information
exchange systems, which use direct end-to-end application
interaction by exchanging XML messages and can preserve
both security and performance [8].

1. FUTURE WORK

Adding ontology to the syntactical data entery would not
just ease practioner work, but also would give the possibiltiy
to auto analyze medical profiles and allow sophiscticated
relations between various entities to be associated [9]. Such
critieria would even enhance the medical systems at global
bases where signs of epidemics would be detected at earlier
stages. An ontology is defined as a formal, explicit
specification of a shared conceptualization [10]. Several
ontological frameworks for describing space and spatial
relations have been developed recently [11].

In order to develop such add-on, natural language
programming (NLP) would need to be applied. NLP is a
component of artificial intelligence which gives the ability
of a computer program to understand human speech as it is
spoken. However, this is a very challenging approach
especially that human speech is not always precise. In fact,
it is often ambiguous and the linguistic structure can depend
on many complex variables, including slang, regional
dialects and social context. Due to the challenges of NLP,
we aim to create a custom local grammar that has “high”
end-user with XML based easy customization at the
development level, which would allow adjustments with
minimal coding.
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IV. CONCLUSION

Our causal bolt-on will treat EHR system as a storage
manager and that would be similar to creating a 3-tears
application which is an important advantage from the
development prospective especially for any future changes in
any of the different layers. As a result, such improvement
would guarantee seamless and yet very effective addition to
the electronic health records regardless of the used platform
toward an optimized electronic patient profile.
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Abstract— Privacy concern is one of the biggest obstacles in
widespread adoption of online monitoring services on e-health
applications, even though online monitoring can significantly
improve the accuracy and quality of e-health applications. To
prevent privacy loss during online monitoring, we have
preliminarily proposed a privacy-preserving online monitoring
framework (PPoM) that enables healthcare providers and
patients to intuitively specify their own privacy policies and
enforces patients’ privacy policies in systematic manner during
monitoring. For practical use of the PPoM framework, in this
paper, we present the prototype development of the PPoM
framework in detail. For the better understanding, we provide
example usages from the standpoints of both healthcare
providers and patients. To prove the performance of the
developed prototype, we present evaluation results.

Keywords- Privacy protection; online monitoring; framework

I. INTRODUCTION

Monitoring is one of the essential techniques to evaluate
and enhance the performance of e-health applications by
tracking and analyzing the online activities of patients, such
as mouse clicks, frequency of use of an application, time
spent in a particular page, media viewed, page navigation
sequences, content entered into a textbox, location
information, whether a mobile device is being used, etc.

Due to the sensitivity of the information that e-health
applications often deal with, however, the protection of user
privacy is critical. Control over the sharing of this
information is of the utmost importance and urgency because
indiscriminate monitoring, if inconsiderate of user privacy,
may result in private health data being used for unwanted
purposes and/or shared with unknown people [1][2][3]. It is
therefore urgent and critical to enable the monitoring
identifiable user data while protecting user privacy.

To this end, we have preliminarily proposed the PPoM
framework [4] and the Health Insurance Portability and
Accountability Act (HIPAA) Compliant Privacy Policy
Language for e-health Applications [5]. The PPoM
framework enables healthcare providers to collect necessary
information  without violation of patient’s privacy
preferences and HIPAA regulations and allows patients to
enforce their own privacy preferences on the user side. To
realize the proposed idea, we developed a prototype of the
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PPoM framework. The ultimate goals of the prototype
development are as follows:
e For non-IT administrators of e-health applications
- provide an intuitive way to describe privacy policies
for their applications
- provide an easy way to monitor patients’ activities on
their applications and collect patients’ data without
serious privacy breach
e For patients
- provide a way to systematically verify an application’s
compliance with mutually agreed policies and HIPAA
- Provide a way to rigorously protect their private data
based on their preference on the user side

The rest of this paper is organized as follows. In Section
II, our preliminary work is briefly introduced. In Section III,
we present the architectural design of the PPoM framework
and describe details about prototype development with
example usages. In Section IV, we explain our test
environment and present evaluation results. Our conclusion
and future work are described in Section V.

II.  PRELIMINARY WORK

To address the privacy issues on e-heath applications
conducting online monitoring, the PPoM framework has
been proposed [4]. In this section, we briefly introduce the
overall architecture and the operational flow of the PPoM
framework. As shown in Fig. 1, the PPoM framework
consists of four components: the PPoM Service, the PPoM
Browser, the PPoM Tools (PPoMT), and the HIPAA-
Compliant Privacy Policy Language [5].

e PPoM Service — It is an online monitoring service that
gathers only authorized user/usage data that users allow
to monitor. By specifying user policies, patients can
determine which data can be monitored. Then, the PPoM
Service selectively collects user/usage data based on user
policies. Unlike the existing monitoring services where
user data are collected based on an application’s policies
and the policies are enforced by the application itself, the
PPoM Service provides a way to refer user policies
during online monitoring in a systematic manner rather
than simply providing a written agreement.
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PPoM Monitoring Server

- -
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In-Page Selector

Privacy Policy Generator

Monitoring Code Generator
1

Application Converter

E-Health Application
Administrator

Figure 1. Overall Architecture of PPoM Framework.

e PPoM Browser — The privacy of patients must be
protected even if a user is exposed to untrustworthy e-
health  applications that conduct indiscriminate
monitoring in violation of user policies. Towards this end,
the PPoM Browser understands a patient’s privacy
preferences, presents all user data being monitored, and
protects a patient’s privacy on the user side by blocking
outgoing messages which contain data he/she does not
want to disclose.

e PPoMT — Although patient monitoring is critical in e-
health applications, it is difficult for healthcare providers
to develop monitoring-enabled applications with
application policies due to lack of professional IT
knowledge. The PPoMT helps non-IT health
professionals by enabling them to specify privacy
policies for their applications, and to convert existing
applications into privacy-preserving applications.

o HIPAA-Compliant Privacy Policy Language — Existing
general-purpose privacy policy languages, including P3P
[6], APPEL [7], and XPref [8], focus on generic
user/usage data to be used for a variety of online
applications and do not give careful consideration to
health data. It is therefore impossible for both patients
and e-health providers to precisely specify their privacy
policies on health data in fine-grained level, and in turn,
it lowers the performance of the PPoM framework. To
address the lack of consideration of health data in
existing privacy policy languages, the PPoM framework
uses the HIPAA-compliant Privacy Policy Language
employing the HIPAA profile [5], which allow an e-
health provider to specify a privacy policy related to
HIPAA regulations and enable a patient to specify
his/her preference on health data in detail.

To use the PPoM framework, an online healthcare
provider first needs to upload the source code or enter the
URL(s) of his/her e-health application to the PPoMT and
then select objects to be monitored and the corresponding
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privacy policies through the user-friendly interfaces
generated by the In-page Selector. The Privacy Policy
Generator then creates the application’s policies by
analyzing selected monitoring data and policies, while the
Application Converter produces updated source code by
inserting monitoring code generated by the Monitoring Code
Generator into the original source code. The application
policies and the updated source code must be deployed in the
application server.

A patient now can use e-health applications without
privacy concern. Whenever a patient enters a URL of e-
health applications, his’her PPoM browser compares user
policies and application policies. If they match, the
application server sends PPoM-enabled pages which
privacy-aware monitoring code is embed in. As the patient
interacts with the application, the PPoM browser displays all
user/usage data being monitored so that the patient can verify
privacy protection during online monitoring. The monitoring
code inserted in webpages collects only authorized user data
based on user policies. The PPoM browser will block
outgoing messages that violate the patient’s policies.

III.

To realize the proposed idea for privacy protection
during online Monitoring, we developed a prototype of the
PPoM framework. In this section, we describe details of
implementation of each component. Note that the prototype
of the PPoM framework is developed using mainly PHP and
JavaScript. PHP is used for developing the backend of the
PPoM Browser and the PPoM Tools while JavaScript
including jQuery functions, HTMLS, and CSS3 are mainly
used for developing the user interfaces (Uls) on the client
side. We use MySQL as a database of the PPoM service.

A. PPoM Service

The PPoM Service allows secure online monitoring on e-
health applications. It provides privacy-aware monitoring
APIs to online applications so that the administrators can
embed the APIs in the webpages of their applications. Note
that the privacy-aware APIs enables them to specify the type
of data to be monitored, including types of health-related and

DEVELOPMENT OF THE PPOM FRAMEWORK
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HIPAA-related data that are defined in the HIPAA Profile
[5]. The APIs embedded in an e-health application collect
data based on a patient’s user policies, not an application’s
policies. It means that the privacy-aware APIs do not collect
data if a patient prefers not to disclose. By doing so, the
PPoM Service provides a way to protect a patient’s privacy
from indiscriminate monitoring.

Monitoring data collected contains general usage data
such as device category, operating systems, event, and time
and also user data including health-related data. All collected
data are encoded in JavaScript Object Notation (JSON), a
lightweight data interchange format, and sent by a patient’s
web browser to the PPoM Service server. The structure of a
JSON monitoring data is shown in Fig. 2.

[ELEMENT ID[ELEMENT PATH] [EVENT TYPE] [TIME]
[DATA_TYPE] [DATA] [DEVICE INFORMATION]

* ELEMENT ID: 1t is a unique ID of a HTML element.

o ELEMENT PATH: In case of dynamic webpages, a path
from the root element is used as an ID if an element does not
have ID. The path is unique for each element.

* EVENT TYPE: It denotes that a type of an event occurred.
The set of event types are as follows: {entering a page,
leaving a page, clicking an element, filling an element}.

» TIME: It denotes the occurring time of an event

* DATA TYPE: 1t is a type of monitoring data and must be
specified based on the data types in the P3P data schema and
the HIPAA Profile [5].

* DATA: 1t is the value of the monitoring data.

* DEVICE INFORMATION: 1t includes a device’s category,
operating system, language, and browser information.

Figure 2. The structure of a JSON object for monitoring data

Let’s assume that there is the Blood Type textbox, which
its HTML code is shown in Fig. 3 (a). A patient enters “4” in
the Blood Type textbox. The monitoring data on that textbox
is then created as shown in Fig. 3 (b). At this time, the values
of EVENT, TIME, and DEVICE INFORMATION are
automatically collected by JavaScript Built-in functions.
Note that blood type is one of the health data type defined in
the Health data schema of the HIPAA Profile. Before
sending the monitoring data to the PPoM service server, a
PPoM browser encodes the raw monitoring data as a JSON
object as shown in Fig. 3 (c).

Fig. 4 illustrates the pseudo codes that enable the PPoM
monitoring service on the server side (the PPoM Service
server) and the application side (an e-health application). The
monitor JavaScript function described in Fig. 4 (a) must be
embedded in webpages of a PPoM-enabled e-health
application prior to monitoring. When a target event is
occurred, the monitor function captures and creates
monitored data as a JSON object. Towards this goal, the
function gathers necessary information by using JavaScript
built-in functions and properties. Then, it invokes the
jQuery.ajax function to communicate with the server-side
scripts (the receiveData function shown in Fig. 4 (b)). The
jQuery.ajax function converts a JSON object into a string
and sends the string to the PPoM Service server through the
HTTP POST method. When receiving a JSON string, the
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receiveData PHP module in the PPoM Service server
converts the string into a JSON object and then stores
monitoring data in the object in its database.

<input id=“bloodtype”
=“health.bloodtype”/>
a) HTML Representation

ELEMENTID: bloodtype,

EVENT TYPE: TEXTINPUT,

TIME: 2016-07-15T12:45:07,

DATA TYPE: health.bloodtype,

DATA: Type A,

DEVICE INFORMATION:DESKTOP (DEVICE CATEGORY),

WINDOWS(0S), ENGLISH(LANGUAGE) ,FIREFOX(BROWSER)
b) Raw Monitoring Data

type="text” data-type

“ELEMENT ID”: “bloodtype”,
“EVENT TYPE”: “TEXTINPUT”,
“TIME”: “2016-07-15T12:45:07"
“DATA TYPE”: “health.bloodtype”,

“DATA”: “Type A",
“DEVEICE INFORMATION”":
{ “DEVICE CATEGORY”: “DESKTOP”,
“0S”: “WINDOWS”,
“LANGUAGE”: “ENGLISH”,
“BROWSER” : “FIREFOX” }

¢) JSON Object of the Raw Monitoring Data

Figure 3. Examples of monitoring data.

function monitor (object, event) ({
var monitoredbData <= 1ID, EVENT TYPE,
TIME, DATA TYPE, DATA, DEVICE INFORMATION

from the parameters object and event;
JjQuery.ajax ({

type: "post",
url: "/PPoM/monitoring.php",
data: JSON.stringify (monitoredData),

contentType:"application/json; ",

dataType: "Jjson" )

a) JavaScript Function on the application side

function receiveData ($SmonitoredData) {
$object = json decode ($monitoredData);
$1link <= connection to database;
$sqgql <= create INSERT query to store the
monitored information (S$Sobject)
mysqli query($link, $sql);

b) PHP function in the PPoM service

Figure 4. Pseudo codes of the PPoM monitoring service on the application
side (an e-health application) and the server side (the PPoM service).

B. PPoM Browser

The PPoM Browser provides three ways to protect user
privacy. First, it enables a non-IT patient to intuitively
specify his/her privacy preferences. Through its user-friendly
interfaces shown in Fig. 5, a patient can define three different
levels of policies, the General Policies (GP), the Application-
specific Policies (AP), and the Page-specific Policies (PP).
First, the General Policies describe a patient’s general
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preference regarding data sharing. An Application-specific
Policy is applied to an online application and it affects across
webpages in an application while a Page-specific Policy is
applied to a particular webpage of an application. To define a
GP, a patient needs to specify data types that a patient allows
or disallows to be monitored across different applications. To
specify a AP or a PP, a patient needs to enter the url of an
application or a webpage. If two or more policies conflict,
then the most specific policy takes precedence. Note that the
prototype of the PPoM Browser we developed currently
supports the Application-specific policies and the Page-
specific polices.

Tell Us About You

To getstarted please tell us your health status
Current Weight: [185 [ pounds swich to metri
Height:[5  [Mreet [3 Minches
Blood Type: [A

* Height

= Weight

= Hearing Acuity
* Visual Acuity

* Blood Type

= Blood Pressure

Disease: |Diabetes, Heart Disease

How Active Are You? + Blood Sugar Level

® s § : - ) * Cholesterol Level
edentary: | have a desk job and/or sit most ofthe day (secretary, computer| e Disabilities

* Allergies

* Lab Tests

= Medication

# Disease History

* Family Medical History

= Immunication History

= Healthcar Provider

Lightly Active: | stand a lot of the day (nurse, teacher)
Active: | move around 2 lot throughout the day (courier, waiter)

Dynamic a ® User a Business a Third Party Health ~

Figure 5. A screenshot of the user interface of the PPoM browser that
displays all data being monitored when a user turns on the privacy-
preserving mode.

Second, it displays all data being monitored when a
patient uses an e-health application. Although a patient
agrees to an application’s policies, it is critical to verify the
application’s compliance with the mutually agreed policies.
By turning on the privacy-preserving mode of the PPoM
browser, a patient can easily figure out that what usage/user
data are being monitored and protect data from unwanted
monitoring without any IT knowledge and skills. An

example use of the developed PPoM browser is shown in Fig.

5. The browser displays which data is being monitored and
who is the recipient of the data by using different-colored
check marks. The red check marks mean that the data is
protected and there is no recipient. The orange check marks
mean that only the first party (for example, an e-health
application that a patient is using) is receiving the data. The
green check marks mean that third parties (for examples,
other healthcare providers referred by the first party,
advertisement companies, and payment companies) are also
receiving monitoring data. A summary of monitoring data,
including not only general usage data (such as HTTP data,
Clientevents, and Cookies types of Dynamic data schema in
P3P) and user data (name, bday, and location of User data
schema in P3P) but also health-related data (blood type,
disabilities, and disease history of Health data schema in the
HIPAA profile) on a webpage is displayed in the status bar.
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Third, it enables a patient to stop monitoring on a specific
page or web object if he/she finds out fraud activities that are
against the mutually agreed policies. Towards this end, the
PPoM Browser first renders all clickable web objects -- such
as buttons and objects handled by JavaScript click-event
handler-- and input HTML elements, such as textbox and
checkbox. It then creates checkboxes for each of them. By
changing the colors of checkmarks, a patient can easily
control data sharing. At this time, a patient has multiple
options for selecting objects: 1) select all clickable and input
elements, 2) select all clickable elements, 3) select all input
elements, 4) select an individual (clickable or input) element,
or 5) select None.

To block monitoring, a PPoM browser needs to generate
and run JavaScript codes based on a patient’s selection in
real-time. Before explaining the blocking process further,
let’s assume that the main functionalities of an e-health
application does not depend on JavaScript. To block online
monitoring on a particular web element, a PPoM browser
disables JavaScript event handlers that are associated with
the selected web elements, and in turn, a monitoring
JavaScript using those handlers will be disabled. For
example, if a patient marks the Blood Type textbox in red
color to block monitoring on that textbox, then the following
JavaScript code is generated to disable the PPoM monitoring
JavaScript on the Blood Type textbox (The ID of the textbox
element is “BLOODTYPETXT”): $(“body”).off (“keyup
keypress change click blur”, “#BLOODTYPETXT”). The
generated code then removes five event handlers from
‘BLOODTYPETXT’ element by invoking jQuery off
function. When the blocking code runs, none of monitoring
services obtain data from that textbox.

C. PPoM Tools (PPoMT)

The PPoMT is a toolkit on the server side, which enables
non-IT healthcare providers to generate application policies
and monitoring codes for their own e-health applications
through intuitive user interfaces and also easily upgrade their
existing applications into a PPoM-enabled e-health
application. The detailed explanation for each component in
the PPoMT is below.

1) In-Page Selector

The goal of the In-Page Selector is to generate modified
webpages that shows selectable HTML eclements on
webpages so that an administrator of an e-health application
can select usage/user data to be monitored and policies
corresponding to each data, each page, or an entire
application. When an administrator selects a web element or
a group of elements, another window is popped up to
specify a privacy policy about the selected element(s). As
shown in the Fig. 6, a non-IT healthcare provider can create
a P3P-based application policy which deals with health data
and HIPAA regulations. Towards this end, a set of data and
policies that are selected by an administrator is delivered to
the Privacy Policy Generator and the Monitoring Code
Generator.
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Togetstarted please =il us v Priyacy Policy For TextBox (#txtDisease)

Current Weight:
Height: feet
Blood Type:

Disease: I

How Active Are YoL

® Sedentary: | have a
Lightly Active: | stan

Active: | move arour

Click to Continue

Consequence

Purpose
=currentf=
=contact/>
=telemarketing/=
=public-health/=

Non-ldentifiable
Yes

Recipient
#| <oursi=
=unrelated/>

Retention
=no-retention/=

=indefinitely/=

‘We collect an disease history of patient.

<admin/=

<historical/>

=individual-analysis/=
¥ =research/>

=delivery=
=public/=

=stated-purpose/=
#| =HIPAA-compliant-
retention/=

=developl=
=pseudo-analysis/>
<individual-decision/=

#| <healthcare-operation/=

<same/=
=limited-dataset-recipient’>

=legal-requirement/=

=tailaring=
=pseudo-decision/=
=other-purpose/=
=healthcare-reference/>

=other-recipient’=

=hbusiness-practices/=

Data
#| <health/> =physical= =onlinef= =uniqueidf=
=purchase/= =financial/> =computer/> =navigation/>
=interactive/= =demaographic/= =content= =state/=.
=political= =preference/= =lpcation/= =other-category'=
=government/= =government/=
Health Data Scheme
height weight hearing-acuity visual-acuity
blood-type blood-pressure blood-sugar-level cholesterol-level
disabilities allergies lab-tests medication

* disease-history

family-medical-history

immunization-history andhealthcare-providers

Set Policy | Cancel

Figure 6. An example of the screenshot of the PPoMT.

2)  Privacy Policy Generator

The Privacy Policy Generator generates an application’s
policies in the HIPAA-Compliant Privacy Policy Language
[5] based on an administrator’s selection. Not only an
administrator of an e-health application but also a patient can
use the Privacy Policy Generator to specify a patient’s user
policy for a specific e-health application. To do so, a patient
needs to enter the url of an e-health application and select
User Policy Generation rather than Application Policy
Generation. If the User Policy Generation is selected, the
Policy Generator creates APPEL policies employing the
HIPAA profile.

3) Monitoring Code Generator

When receiving a set of data to be monitored and
relevant policies, the Monitoring Code Generator produces
privacy-aware monitoring codes for an e-health application.
Toward this goal, it first checks if each selected element has
an ID. If an element doesn’t have an ID, it assigns a unique
element ID and generates JavaScript code using the assigned
ID. Depending on the type of an application, a static
application or a dynamic application, a generated element ID
will be different. If an e-health application is a static
application that the same HTML code stored in an
application’s server is delivered to all patients’ browsers, the
Monitoring Code Generator assigns an absolute ID to an
element. Let’s assume that a webpage has several textboxes
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and its HTML code is shown in Fig. 7 (a). In this example,
the Current Weight textbox has its ID ("WEIGHT") but
other three textboxes -- the feet, the inches, and the Blood
Type textboxes-- do not have their IDs.

If the webpage is a static page, then the Monitoring Code
Generator automatically creates IDs for three textboxes:
"PPOM-ELEMENT-0001" and "ppoM-ELEMENT-0002" for the feet
and inches of the Height textbox and "ppoM-ELEMENT-0003"
for the Blood Type textbox. The generated monitoring code
for the static webpage is shown in Fig. 7 (b). On the other
hand, if an application is a dynamic application that the
HTML codes are dynamically generated by an application
server on demand, a path of an element from a root of a
Document Object Model (DOM) object is used as a unique
ID because an element’s path is unchangeable. The
monitoring code for a dynamic webpage is shown in Fig. 7
(c). As you can see, except the pre-defined ID of the Current
Weight textbox, for other three textboxes which do not have
IDs, their paths are used to identify each textbox. For
examples, "input[type=text]:nth-of-type(2)" and "input[type=
text]:nth-of-type(3)" for the feet and inches of the Height
textbox and "input[type='text']:nth-of-type(4)" for the Blood
Type textbox. Note that the PPoMT uses the PPoM Service
so privacy-aware monitoring script code is generated as
default, but it is possible to use different monitoring services
such as Google Analytics.
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<body>
Current Weight:<input id="WEIGHT" type="text">lbs.

Height: <input type="text">feet
<input type="text">inches
Blood Type: <input type="text">

<input i1d="BUTTON1" type="submit" value="Submit">
</body>
a) A partial HTML code of an e-health application shown in Fig. 5

<body>

Current Weight: <input id="WEIGHT" type="text">
lbs.

Height:<input id="PPOM-ELEMENT-0001" type="text">
feet

<input id="PPOM-ELEMENT-0002" type="text">

inches

Blood Type:

<input id="PPOM-ELEMENT-0003" type="text">
<input id="buttonl" type="submit" value="Submit">
</body>

<script>
S ("#WEIGHT") .change (function () {
monitor ($(this), "change");
}) i
$ ("#PPOM-ELEMENT-0001").change (function() {
monitor ($(this), "change");
}) i
$ ("#PPOM-ELEMENT-0002") .change (function() {
monitor ($(this), "change");
}) i
$ ("#PPOM-ELEMENT-0003").change (function() {
monitor ($(this), "change");
});
S ("#BUTTONL1") .click (function () {
monitor ($ (this), "click");
1)
</script>
b) HTML code converted by the PPoMT in case of a static application

<script>
S("#WEIGHT").change (function () {
monitor ($ (this), "change");});
$("input [type="'text']nth-of-
type (2)").change (function()
{ monitor ($(this), "change");}):
S$("input [type="'text']inth-of-
type (3)").change (function()
{ monitor ($(this), "change");});
$("input [type="'text']nth-of-
type (4)").change (function()
{ monitor ($(this), "change");
S("#BUTTON1").click (function(){
monitor ($ (this), "click");
</script>
¢) Monitoring JavaScript code generated in case of a dynamic application

)i

)i

Figure 7. Examples of monitoring code generated by the PPoMT.

4) Application Converter
This component produces a PPoM-enabled application
by inserting monitoring codes generated by the Monitoring
Code Generator into DOM objects for each webpage in an
application. Depending on a type of an application, the
conversion process would be different. In case of a static
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application, the Application Converter can systematically
generate the updated HTML code. If an application is
however a dynamic application, the PPoMT provides
monitoring script code only and then an administrator should
manually insert the generated monitoring code into the
server-side program that dynamically creates webpages.

IV. EVALUATION RESULTS

To test the usability of the proposed PPoM framework,
we first develop two types of sample e-health applications
that each has ten webpages containing different numbers of
monitoring elements without IDs and a prototype of the
PPoM framework, including the PPoM service, the PPoM
browser, and the PPoMT. Then, we test the performance of

the PPoMT according to the evaluation plans described in [4].

KB HTML Code Size k8 Monitoring Code Size
700 100
%
699.5 80
70
699
60 s
698.5 50
40 >
698 30 e
—— :static application 20 ’,"‘
697.5 -————— “dynamiic application 10 ir
74—+ | 0
©CSRR88R38RIKS ©S2RBYIBIIZRLIS
Number of Elements Number of Elements
(@ ()
KB Total Page Size sec. Page Loading Time
900 1.8
800 [ e 16
700 = 14 _‘__-_’_/_/
600 1.2 =
500 1
400 0.8
300 0.6
200 0.4
100 0.2
0 0
°2R39R8R888 CeRRBRSRBRERE
Number of Elements Number of Elements

© (d

Figure 8. Evaluation Results.

As shown in Fig. 8, the size of HTML code that
generated by the Application Converter for dynamic
webpages is zero since the PPoMT will not generate HTML
code for a dynamic application while the size of HTML code
for static webpages increases linearly as the number of the
monitoring elements increases.

In case of static webpages, the size of the generated
monitoring code remains steady once it reaches a certain size
even though the number of monitoring elements increases
linearly. However, the size of monitoring code for dynamic
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webpages linearly increases according to increase of the
number of monitoring elements (See Fig. 8 (b)). This is
because specifying paths from root is costly, especially for
complex web pages.

As you can see in Fig. 8 (¢) and (d), in case of static
webpages, the number of monitoring elements does not
affect the size of converted webpages that produced by the
PPoMT and also the page loading time. However, in case of
dynamic webpages, the increase in the number of monitoring
elements affects the page loading time. If a dynamic page is
complex, the loading delay becomes a big obstacle. It is one
of our challenges to find out a way to minimize the loading
delay caused on dynamic webpages.

TABLE I. FAILURE RATIO IN THE PPOM SERVICE

Monitored Not Monitored
Allowed (a) 4,897 (b) 345
Not Allowed (©)0 (d) 3,477

TABLE II. SUCCESSFUL BLOCKADE RATIO IN THE PPOM BROWSER

Sent Blocked
Allowed (e) 5,242 (H0
Not Allowed (2)0 (h) 3,477

To evaluate the privacy protection of the PPoM Browser
and the PPoM Service, we produce five hundreds of different
sets of patients’ privacy preferences (i.c., allow or disallow
monitoring on particular web elements) and activities on a
sample static application (i.e., navigating webpages, clicking
buttons, or entering data in input elements). Using the sets of
user policies and activities, we test the PPoM browser and
the PPoM Service. To evaluate the privacy protection on the
prototype of the PPoM framework, we measure two factors:
the failure ratio (¢/(a+c) in Table 1) and the successful
blockade ratio (%/(g+h) in Table II).

The failure ratio evaluates privacy protection on the
server side (the PPoM Service server) and the successful
blockade ratio evaluates protection on the client side (the
PPoM Browser). As shown in Tables I and II, none of
user/usage data that patients do not allow to be monitored
was captured by the PPoM Service and none of the
unauthorized data was sent from the PPoM Browser.
However, as shown in Table II, we found some data loss in
the PPoM Service server. The PPoM Browser sent 5,242
data (a+b), but the PPoM Server received only 4,897 data
(a). It may be caused by heavy load of transaction or
overheads for checking application and user policies. To
figure out the source of the resulting data loss, we need to
investigate more in the future.
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V. CONCLUSION

Privacy protection is critical for widespread use of e-
health applications. Without proper methods for the privacy
preservation, people may keep hesitating to use e-health
applications, even though e-health applications help them
access healthcare services in easy and convenient way at the
reduced cost. To address the privacy issue, we develop the
prototype of the PPoM framework that protects user privacy
in both the application side and the user side. To prove the
performance and the usability of the developed prototype, we
present the evaluation results. Towards our ultimate goal,
however, we need to complete the following tasks in the
future:

e Research a way to reduce data loss ratio on the PPoM
service.

e Investigate a method to reduce the size of the
monitoring codes generated by the PPoMT, especially
for dynamic e-health applications.

e Field tests of the prototype with actual e-health
applications.
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