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ABSTRACT

This paper discusses the issue of ethics whennitesato trialling m-health applications in a hodpéavironment in
Australia. Our team has developed a personalisadtth monitoring application for smart phones usiviceless bio-
sensors to monitor and instruct patients. This pdfgeusses some of the Australian guidelines digarethical aspects
of running technological trials of such mobile hbgbrojects on cardiac patients. Ethical issueandigg mobile health
projects can be generally divided in two parts. Ting one concerns any potential dangers to theemizs health.
Although testing can also be done on healthy tdsjests, the best way to acquire real-life tesadato perform tests on
actual cardiac patients. The second one is thegyiaspect in the doctor-patient relationship asespatients do not
want to be identified as having a disease or dowanit to have their records kept on file and useddientific
publications. Nevertheless, to show the benefitshidf personalized m-health monitoring, a techntcal has to be
conducted and research data needs to be publisteederifiable way.

This paper gives an introduction into ethical regjohs, organizations and issues in Australiaelatibes, in detail, the
issues involved in conducting technical trials inséalian hospitals. The paper gives several recemd@tions on how to
deal with ethics in personalised m-health monipnojects.
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1. INTRODUCTION

The use of mobile- health (m-health) applicatiamsnonitor patients is a booming business worldwitiee
market is estimated to be $81 billion (USD) in tHeited States alone [1]. This paper discusses our
experience in dealing with ethical aspects for ouHealth project in Australia. We have developed a
mobile health application [7]. It is part of a wies body area network (BAN), which can monitor and
instruct Cardio Vascular Disease (CVD) patientse Blgstem can warn medical professionals in casa of
emergency situation. The device is equipped witteless sensors, such as a wireless ECG/accelemmete
unit that is capable of detecting falls and movem@ombined with an ECG monitor this can serve as a
basic security for the patient. The device can his@xtended with sensors for blood pressure measunts
(systolic/diastolic), scaling, oxygen saturatiori2é@t) measurements and other sensors that turto dag
necessary. Although the first focus is on cardiafignts, this is merely a design choice. The appba can
support all sorts of patients and can be flexitdyspnalized to the user’s needs or standards whezsgary.
This is also where the strength of this projecs;line device is not only autonomous but persoeadlias
well. A lot of devices are currently on the headtree market but not too many can be flexibly adjistad
personalized to the patient needs.
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A m-health application should be tested before dpémroduced on the Australian. As soon as clinical
tests commence, patients and doctors get involmeldtiaerefore a thorough look at the ethical aspicts
required. This paper serves as a guideline throlglethical aspects of this process.

The ethical aspects of m-Health projects can b&led/into two separate parts. The first part comser
any potential endangerments to the patient’s healthough testing can also be done on healthyesubj
the best way to acquire real-life test-data is @ofgrm tests on real-life cardiac patients. Theosdcpart
concerns the privacy issue. There is a strong gyiespect in the doctor-patient relation and soatepts
do not want to be identified as having a diseasdoonot want to have their records kept on file asdd in
scientific publications. Nevertheless, to show Hemefits of this project a research/clinical tfias to be
conducted and the research data has to be publislzederifiable way.

The first section will give a brief introduction ti ethical regulations, organizations and issues in
Australia. The second section will go into detdibat conducting trials in Australian hospitals. Tthéd
section will address the guidelines and regulatipresented by the NSW universities when it comes to
research involving human beings. This paper wiliatode with some recommendations on how to dedd wit
ethical aspects in Australian m-Health projecthalgh most principles are globally applicable.

2. ETHICS IN RESEARCH INVOLVING HUMANS IN AUSTRALIA

Ethics is derived from the Greek word ‘ethos’, magrhabit or custom and that is exactly what ialmut.
Ethics in healthcare has a strong connection with Hippocratic Oath, pledged by graduating medical
professionals since the 11th century, but poss&hhjier. The Oath has been, like ethics, updatexifhout
the centuries. The modern version dates from 1@@#terated by Dr. Louis Lasagna. The Oath always
contained, and still does, a lot of ethical isslieg. the modern Oath states [9]:

“I will respect the privacy of my patients, for thpioblems are not disclosed to me that the workdym
know. Most especially must | tread with care in tevat of life and death. If it is given me to savife all
thanks. But it may also be within my power to takiffe; this awesome responsibility must be facétth w
great humbleness and awareness of my own fraitligvé all, | must not play at Gdd.

Most ethical committees, guidelines and standardealthcare are directly derived from the Confeeen
of Helsinki, held in 1964 by the World Medical Assation (WMA). Australia has, like most Western
countries, also ratified the conference statemantsis therefore obliged to follow and implemergrthin
their healthcare and legal system. The main conferstatement is twofold and states that ethicshare to
protect human beings as well as serving as a gné#iroughout research for Good Clinical Prac(iGEP)
[18].

Nowadays, the standards provided by the Helsinknf€ence, which were actually assembled in
Scotland, are loosely based on the Belmont Repi6itffom 1979. The Belmont report identifies thiesesic
ethical principles for researchers. These threacjpies are summarized under the topic names ‘of'spe
‘benefice’ and ‘justice’. In general, at this junct, respect means that every human being in andséas
to be treated as an autonomous individual and rdegarchers have to take care and are responsible f
people who are not (or less) able to make their eweli-based decisions. The meaning of ‘benefice’ is
twofold and broader than the original intentiortle word. In the context of the Belmont Report @éams:

a) do no harm (derived from the Hippocratic Oath) and

b) try to maximize possible benefits and minimize jdsesharms. The term justice relates to “fairness

in distribution”, with regards to both the burdendathe profits derived from the research. No
research subject should get an unequal treatmentobyparison with others nor should any
researcher benefit more from the research tham bkeohas put effort into it.

There are numerous agencies and organizations mgpdii the ethics topic in Australia, all of themnttwi
their own point of view, mission statements andesullt would go beyond to the scope of this paper t
discuss them all. We focus on the guidelines framm tajor organizations that deal with ethics ial#i

The first organization that comes into play is fugstralian Government with their counseling divisio
The National Health and Medical Research CoundiNRC) [14]. It resorts under the Ministry of Health
and Aging. The NHMRC also has a subcommittee cahedAustralian Health Ethics Committee (AHEC),
but all large decisions and publications go throtlgh NHMRC, therefore the main focus will be onnthe
Furthermore, the NHMRC (currently) consists of ttyenine experts and advises both the Australian
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government, as well as the private sector, on &ftlésues and legislation on a regular basis. diffgcult to
state when the help of the NHMRC might be requaed when it turns out to be superfluous. The NHMRC
therefore holds the definition that its counselemgd advice is required whenever a (scientific) asse
significantly“(...) involves or impacts upon humans.”

The second organization is the Australian Medicsddtiation [2], the largest organization for regyist
medical practitioners and medical students. Froeir tmission statement it can be read tlfahe AMA
exists to: (...) promote and advance ethical betraby the medical profession and protect the intggand
independence of the doctor/patient relationship”(..The AMA would like to profile itself as having gdo
ethical guidelines following both the governmensahtements as the medical professionals’ Oath of
Hippocrates.

It was expected that patient organizations likebetas Australia and the National Heart Foundation
Australia were frequently asked to cooperate inivaerdity of clinical trials. They either do not fav
procedures in place for ethical guidelines or thely on the knowledge and guidelines from the madic
professionals and hospitals. Either way, both thabsites speak about the attention ethics shaetidbgit
neither one of them has any guidelines for theimipers and/or users online on their website [13] [5]

Before an identification of the guidelines for @fial trials can be made, it is necessary to seet wha
clinical trial exactly is and what types of medidahkls are used in (medical) research. First &f al
distinction must be made between therapeutic andtimerapeutic trials. The first one will actualljve
possible benefits to the patient in question, theoed one will (only) give knowledge and insightstte
people (medical professionals, patients) involveehm this distinction a follow-up is constructed evhit
comes to the difference between clinical and nameal trials. A clinical trial is a trial that ckely
cooperates and/or intervenes with the care alresacBived by the patient. A clinical trial can tthesseen as
an extra supplement in the treatment process. A-chinital trial is a trial where only the
device/unit/medicine/etc. that has to be testedsed, without any other related medical treatmentttie
patient.

The Australian legislation on ethics states tha&rgwompany, organization or research facility, aihis
involved in running tests with human beings, isuiegd to have its own ethical committee, calledwartdn
Research Ethical Committee (HREC). If a researchumris formed in close cooperation between
organizations, they are allowed to have a shareBEIRNevertheless, every organization is responddle
its own (part of the) HREC, whether it is a shaved or not. Every organization is legally respolesfor the
tasks performed and the decisions made by its HREEE main tasks of the HREC's are advising reseasch
on ethical processes and issues during an inigatinongoing research. Some tasks might be, remggwi
research proposals, giving permission to startsgaiech, stopping a research, making company pslficie
developing ethical guidelines and complaint manag@mHREC'’s in Australia are monitored by the AHEC
and are obliged to report on annual basis in the fof a written account. The AHEC gives an annegbrt
to the NHMRC based on the information and repdmteythave received from the public HREC'’s. This
information is used by the NHMRC for statisticarposes, as well as redeveloping and adjustingttiiead
guidelines for research involving humans. Sometiethical interests may conflict with the legalteys of
a country. The guidelines state that if under aingumnstances it is the case, legal issues alwagsride
ethical issues, thus coming in the first place.

Although ‘endangering’ patients is a broad desiiptit is also an obvious one. Medical devices can
endanger and harm patients later on in the routseephase if for some reason they malfunctionftisitcan
also already happen during the testing process @iilangerment can consist of malfunctioning ofrthe
Health prototype (software, network and/or hardwarers), wrong operation by the medical expertang
operation by patients or simply wrong expectatioBpecifically in the United States a lot of medical
monitoring devices contain the text: “This is nolifa saving device”. Whether this is to preventqpial
claims or just because the medical device realhpisa life saving device is unknown to the authdgsving
a false alarm is also considered as a malfunctfateo device but will not directly cause any harmnthe
patient. Giving a lot of false alarms may be pdsdiyt hazardous because a medical professionahén t
emergency central may think that when an alarm deunis a false one again, although it is not #rel
patient actually is in danger.

According to the Australian legislation with regarth the classification of patient data, there three
different categories currently in use, based on(pessible) identification of the data. The firategory, and
the most important one, is ‘identifiable medicatadaln this category the medical record and histare
directly traceable back to the patient. The seaatdgory is ‘potentially identifiable medical datAlthough
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this personal data is encrypted, it is not donegisi one-way encryption key. There is still a poiisy of

deciphering the encryption and thus tracing theioa¢dlata back to a person. The third and lastgoateis
‘de-identified medical data’. There is absolutetyway of relating to or tracing back this medicatadto an
actual patient. If a researcher chooses (or iefbto, due to circumstances) to use one of thetiirs data-
types, he has to motivate to HREC why he couldsé ‘de-identified patient data’.

Privacy is generally described as ‘the right toldde alone’, [19] but there is a much larger defom.
Privacy also entitles a person to have private tdedo things in anonymity. It is described asiadamental
human right. In Australia, as in most civilized otnies, the relationship between doctors and pistisrkept
private. This means that everything the patiems t&k doctor, or the doctor finds out during tixamination
of the patient cannot be foretold without expligjtproval from the patient. This results in the fHwit
researchers are never allowed to use identifiallia ¢h any publication, research or statistics euth
approval of the patient. Of course there are samseswhen public health or safety issues are kd hat a
medical professional is allowed to break this cotmmaint and inform appropriate instances without the
patient’s consent.

Privacy is legislated in Australia through the Rdy Act 1988 [3]. Besides providing a legal struetfor
privacy issues, the statement also enfolds théustralia very well known, eleven Information Priya
Principles (IPP’s). The principles can be tranglate correspond to medical research. The principles
summarized in the author’s own words.

e Principle 1: Data may solely be collected in a laganner and may not be collected at all unless it

is absolutely necessary.

« Principle 2: Researchers need to inform a perstvenwpossible, if his/her data is going to be used

in a research, publication, etc.

e Principle 3: Researchers are only allowed to coliita that is relevant to their research. They are

obliged to dispose any ‘collateral’ gathered data.

« Principle 4/5/6: Researchers are responsible foptbcess of gathering and storing the medical data

used in their research.

* Principle 7/8: Data used for research has to barate and has to be kept accurate. Inaccurate data

should not be used or be identifiable as such.

« Principle 9: Only use data if it is useful and ssa purpose that corresponds to the research.

e Principle 10/11:; Data provided to third party menshehis includes giving insights, should follow

the corresponding guidelines. And moreover, onlgwant information may be provided.

If for some reason it turns out to be impossibledaesearcher to meet the requirements providdg]by
or its IPP’s, the researcher needs to communidasetd the HREC. The HREC needs to give explicit
clearance for the researcher to continue his relsear

3. CONDUCTING TECHNOLOGICAL TRIALS

A lot of companies and committees give advice ow o conduct a good trial in an ethically respotesib
way. Of course a lot also is based on common sdfgen more guidelines and statements are available
throughout the Internet. Nevertheless, in Austrati@st guidelines are based on some fundamental
documents provided by the government. The docunwfritgect relevance for m-health projects are

« National Statement on Ethical Conduct in ReseamghlVing Humans [10],

e Guidelines under Section 95 of the privacy Act 19Bj,

e The Privacy Act 1988 [3],

e ISO 14155 — Clinical Investigation of Medical Desicfor Human Subjects” [8]

« Joint NHMRC/AVCC statement and Guidelines on Rede®&®ractice [11].

Every guideline mentions the fact that above aligarchers should practice respect and integmtgrts
the test subjects in their trials. The three pples from the Belmont report are repeated overaved again.
It comes down to the fact that in trials, as in t@search, it is utterly important to be reasoeadnhd
sensible when it comes to the degree of burdethiotest subjects and the profits for the reseasqjastice
and benefice). Here the term of justice has a greatlap in this context with benefice. Above &llholds
for every research, that the advantages must laegréhan the disadvantages and this question cloaute-
evaluated every time something substantially chaimyéhe research outline.
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When it comes to using patient data/medical recémdsiny other purposes than treatment, consent is
always required. If, for some reason (e.g. comasits@tion), the patient in currently unable toyide such
an approval, relatives, or other people indicatgdAldvance Directives (AD’s), are allowed to giveeth
approval for the use of the data to the doctoeidt In case the (medical) data is de-identifiedadhered at
a publicly accessible place, e.g. counting peopthk prostheses at a railway station, the subjesissent is
not required. Although, for the reason of complet= a doctor can still include it in his/her reskaln
some communities, e.g. in Australia’s indigenousncwnities, it might be essential to not only ask th
patient himself for consent but also the commuaita community leader, just to use this one pdtetdta.

It is the responsibility of the researcher to disrowhose consents are required for the test sulgec
participate safely in a research.

An important fact, that needs to be emphasizedi@ttp] is that when it comes to using patientsain
research, patients are always allowed to stop wtiere they want. The patient also needs to berinéal
fully in advance of the research on what the consrges are for stopping a program in the midstef t
research curriculum. Of course, the patient alslisheéhe right at all times, to refuse participatiand
moreover, it is of ethical importance that this sloet change the doctor-patient relationship in possible
way. Before a research commences, a researchexqgisred to be absolutely sure that he explained
everything related to the research to the testestilfjs relatives) that might be of his (futurejeirest. A
research can never start without the patient kngvewerything he has to know, including of course th
purpose of the research. This previous statemeinicisded into the guidelines to help preventingigya
from getting false hope, i.e. patients should knehat reality is, what to expect and know that paiaac
aren't invented yet. This is one of the toughepkats when it comes to ethical issues.

All the conditions mentioned above should be vedfby the company’s HREC. The HREC holds the
responsibility to end a research or give a greghtlfor continuation. A trial can never start withiche
approval and ‘go ahead’ from a company’s HREC. AREEC’s guidelines state that in trials the research
is responsible for de-identifying the patient dthis is a peculiar situation; one would expect tha doctor
(being the supplier of the medical data, as wethasgatekeeper) would be the one responsiblénfsitask.
Perhaps this is the case because by letting theordde-identify the data, too much valuable infotio
might get lost in the process? If Australian empleg/citizens (doctor, researcher or both) perforimaa
outside of Australia, they should seek both apgrénean their own HREC as well as from the one, or a
similar one, in the country where the researcrerfopmed.

Before a trial commences and the HREC gives its@a@b, the researchers have to present an extensive
report containing a research protocol and outlineluding worst-case scenarios. Every researcheds&o
sign this report and the HREC needs to verify #iapersons involved are both qualified and experéel
enough to perform the research. Furthermore thearekers are obliged to convince the HREC of the
importance and necessity of their trial, for obwaaasons, trials for fun are not allowed. The HRie€ds to
be a 100% sure of the validity of the data submhiiad is required to obtain, as researchers argreeqto
give, regular status updates during the processidBg keeping the eleven Information Privacy Pples in
mind, researchers and the HREC are required toviothe “Personal Privacy Protection in Healthcare
Information Systems (AS4400-1995)" [4] act whendines to data processing and storage.

When it comes to privacy, the HREC has to ensuaettie Privacy Act of 1988 is followed thoroughly.
This means, amongst other things, that the usesbfsubjects and their medical data is strictlytéohto the
purpose of the research it is provided for. The BR1as to guarantee this. If, for some reason,dbstity of
test subjects is required to be known, or moreaweehe published, the additional guideline of “Rgy in
Medical Research 1988” [12] has to be followed.sTdniideline states that one of the most importaings
in handling medical data is the traceability ofBesides the fact that research data needs torbabke, it
also needs to keep track of where the data has bamently is and will be in the nearby future.eféfore,
the researcher needs to have a list and a pratoptdce of everybody who has/might have accedisealata
and what form of access, e.g. read-only or alt@ngiossibilities as well. Before a research israped by
the HREC, it must be known to this committee whak appen with every piece of data after the redea
whether it will be used later on or not. State tatjons enforce researchers to keep track of timeidical
data for at least fifteen years after the resehashended. When a research, for example on nevcatixtis,
has the potential to develop into hazardous sinatiafter this fifteen year guideline, the governtnis
allowed to require the researchers to maintairdttia for several additional years.

The International Organization for Standardizati®@O 14155-1/2 provides standard guidelines for
performing medical research. Although there arksliffom the ethical guidelines to the ISO documés,
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ISO document itself does not really give much infation about ethics. The ethics differ too much
worldwide to provide a good usable standard folNevertheless, the ISO document gives some gpsabti
how to perform a good medical research and it isttwehile looking into anyway. Part 1 (ISO 14155-1)
discusses the general requirements for conductimgdical research like keeping track of the rededata
and having a fail-safe system for traceability jpuplace. Of course, all the requirements that fiotcevery
research, like reproducibility and verification also thoroughly mentioned. Part 2 (ISO 14155-8¢asses
what a report used in and/or describing a medies¢arch should contain; again the relations witlicek
aspects are unfortunately limited. The ethical espthat are mentioned are privacy and informasigstem
management. A good advice that will most certabdysupported by the HREC's, is to force researctwers
keep comprehensive track of version-changes ingperts and research and let every researchemridsig
report when for some reason something changes.guiltieline also goes into the reporting of vigilance
which is of course of utter importance when it certee trials. Their guidelines do not provide wallitighs
for normal trials, possibly because there are tamyrdifferent kinds and variations of researchhis field.
That is why the ISO limits is scope to things tbah be standardized worldwide, and sticks to tofikes
report writing. Standardizing ethical aspects waitte would definitely be a nice idea but is praaliic
undoable.

4. ETHICAL GUIDELINES IN NSW UNIVERSITIES

Our University has, like every research conductimganization in Australia, a HREC installed [17]t
describes guidelines for conducting medical researcother research involving humans. It is a manabe
the NSW University HREC Network in which fifteen HR’'s from universities in New South Wales
participate and discuss ethical issues. It caneka st a glance that the guidelines are directliwei@ from
the National Statement [10] and the Joint NHMRC/AY{11] guidelines. Our University stresses out that
staff members always have to get consent from tR&Ei before initiating any research involving humans
In general the HREC requires staff members totfilr research when it potentially involves ‘darmges
situations’, ‘privacy related situations’, ‘ethibalsensitive situations’ or any other situation tththe
researcher might think requires approval.

The HREC prioritizes and classifies researches Ming humans, according to a risk-assessment
schedule for researches, which can be found at [dA&his schedule there are three distinct cafiegdin use:

« Alow-risk category, which is aboutf...) Anonymous or de-identified surveys, interviemslving

non-personal or non-intrusive information”.

* A medium risk category, meant fdiResearch involving children, other organizatioffeospitals,
schools, private companies), or minority groups,)(UTS students, (...) deception, covert
observation or concealment, (...) ethnographic study”

« A high risk categoryResearch involving vulnerable populations — thagkose resources are
compromised in some way (i.e. socially isolatededy), or who are at risk of being 'over-studied’,
etc. Research with potential for physical or psyeb@al harm, clinical trials (...)".

From this it can be easily seen that a m-HealtHieaton like ours will be considered a high risk

research by the University’s’ HREC.

Furthermore the university stresses out the impogaf following ‘natural justice’ during any reseh,
meaning as much as a procedural fairness for fatiog test subjects and involved researchers. FIREC
sometimes grants clearance for a research beferadiual full application is filed for, but only der very
exceptional circumstances. For every other stehdrresearch the UTS has to officially clear theeagchers
and their research before they can commence.

5. CONCLUSION

Ethics is a topic where most people have an opinimnAlmost everyone has a ‘gut-feeling’ whethemso
clinical practice feels right or not. Ethics is motk solid science, nor is it measurable. It'syetsform an
opinion and write a statement accordingly, evea itelicate field like healthcare. The author of thaper
likes discussion and has always been interestethinal issues. Writing a paper about uncoloredejiries
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provided by government instances turned out todvddr than expected, one really has to keep focaseéd
not accidentally block out issues that are consid@ommon knowledge or irrelevant by some, but trégh
well be of great importance to others.

It might be interesting to look into what warningrss have to be present on a medical device to make
clear what it is meant for and what its exact c#jtes are. As mentioned before, a lot of medidavices in
the United States mention “this is not a life sguitevice”. Is this also true for m-health applioag? It does
not really directly save your life, but can certgicontribute to the procedure. Further researekdgsiired on
what warning texts should be on the device antiémbanual before entering the market.

With regards to our m-Health application, some ghimight become an issue, like endangering patients
A strong recommendation is to aim for low-risk pats in a first phase. Even if the final focus he t
monitoring of high-risk patients, it is expecteatiow-risk patients will give the same data/resulthe only
disadvantage is that it might take a while for gerg to occur. Of course when weighted againsfabethat
no high-risk patients’ lives are depending on oewvide, the low-risk patients group prevails. Fumhere,
keeping the test subject’s identities to the redezns only saves us a lot of trouble. When therdityeof the
researchers group is large enough there would Ipeatdem with regards to verification of the resbadata.
Keeping the identities of the patient’s secret sawdot of time and effort and is most definitefy tsafest
solution when it comes to ethics. Some issuesdiging consent from a patient are not a big issoee
there are enough high-risk cardiac patients in valist and we believe that a lot of them are momnth
willing to cooperate.

It would be interesting to verify the actual effiocy and effectiveness of HREC's. A HREC s, for
example, required to have a member with a religlmaskground (National Statement, Section 2.6Edhis
really necessary and when is a religious backgroraiijious enough? Furthermore, the extensive
requirements to the filling of the HREC make it imggible for sole entrepreneurs to perform a tnmtheir
own. You have to be with at least nine people fxary various backgrounds to occupy a HREC to futfié
NHMRC's needs.

The I1SO 14155-1/2 document is derived and generftmoh medical guideline document EN540
(European Standard) in 1996 [6]. When the ISO damtris compared to the EN 540, its comprehensigenes
is very diminutive. The ISO organization is knovan fts well guided documents worldwide. Why is #hep
little medical guideline, especially when it contesthics?

It is an ongoing discussion when medical profes#mare expected to break their silence with regsod
the private doctor-patient relationship when theiety or others are in danger. There are some auels
procedures in place, but none of them are vergtsand most of them can be explained in an ambiguou
way. It would be interesting to have a look at ihatvcases society’s stakes are higher than thenpati
interests. As can be read in Section 3, when theee conflict between the legal system and thecathi
system, the justice system overrules the ethicstesy. Why is this rule put in place? Are the ‘lezals’
more important than the ethical ones? And who nthdedecision? Shouldn'’t it be the case in a modern
society that the rules are there for the peopleramidhe other way around? There is also a comttiadiin
the guidelines from the government and the one ftbemAMA. The government states the interests of
society always goes above the interests of anishai. The AMA ethical guideline (paragraph 1.2@jtss:

“Recognize that considerations relating to the Ibaling of individual participants in research take
precedence over the interests of science or sdciety

So for the AMA the individual does go above theistyc Of course, it is probably not as black andtavh
as is summarized in their guidelines. Still thisuwdbbe an interesting point to use for further agsb.

Ethics is a very dynamic field and differs per coyneven per organization or person. Although some
ethics are written down in a country’s legal systetmere is always some space left for different
interpretations. Which is good, as can be reach@n“are the rules there for the people?” segmerhén
Recommendations and Further Research section. l@rgnent supports discussion on ethical aspects an
leaves a lot of things open to be filled in by theearch groups themselves. This can be derivedtfte fact
that the government allows companies to consttheéa own HREC's.

The basic assumption made by companies, reseastituies and the government will always be, that
research is performed with the best interests fwndnity kept in mind all the time. That reality \era bit
differently can already be deducted from the fdwdttit is necessary to have legislation on thisictop
Additional guidelines are necessary and converfieneveryone involved to keep everyone’s interésts
mind, thus enabling the possibility to gain theh@gt advantage for everyone.
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This paper mainly addresses ethical issues withrdsgto medical research involving human beings.
Nevertheless most principles, statements and gnétekan be read in a much broader sense. A ltteof
things applying to medical research would also yapplother kinds of research or just basic wayaarinal
human behavior. In conclusion it can be said tlatye ethical aspect and the success of the cliicbs
both begin and end with Good Clinical Practice,ddunking and common sense.
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