Sustainable data sharing in public health research
An INDEPTHCCHRED Paosition

l. Background

Decisionmakingguided bysolid scientificevidenceis critical for strengthening health systems
and for improving population health outcomesThe 42health and demgraphic surveillance
systemgHDSShat constitute the INDEPHetwork, with overthree million individuals under
their observation across Africa, Asia and Oceania, represast of the largest sources of
longitudinaldataand scientific evidencen the hedth and living conditions ahe global south
today. This unique and rictsource of informationcan contribute to promoting good health
beyond theborders of theresearch sitesif the data generated through these systenese

sharedfreelywitht andresponsiblyusedbyt the wider scientific community

Data sharing is a complex endeavor.réquiresa wellfunctioning research and innovation
infrastructure It needs a stronginstitutional framework and institutionscommitted to
protecting the interests of key stakeholdefre realise the benefits of data sharing, while
minimizing the concerns and challengassociated withsharing, INDEPTH and COHRED
convened a two day meeting in Nairobi,-28 July, 2011 to set out a freework for sustainable
data sharingAs an enabler of research and innovation systems that impact on health, equity
and developmentCOHRETDMoes not generate nationalr site-specifichealth data on its own,

but plays an active role in optimizing the gonance of health research and innovation in low

and middleincome countries (LMICgnd articulating their interestat institutional, national,

! INDEPTHhe International Network for the Demographic Exatlon of Populations and Their Health in

Developing Countries is a global network of members who conduct longitudinal health and demographic

evaluation of populations in lovand middleincome countries (LMICSJee alsavww.indepth-network.org
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regional and international levelSupporting the development of efficient, fair and sustainable

data sharingnechanisms is germane to this task.

Theexpectedresulting position papefrom the Nairobi meetig set out below represents the
views of the global south, starting with members of INDEPTH and COMRE®views are
based on the crucial notion that the potential benefits to health from research investments in
LMICs not only follow from research results and products,aiso from stronger capacity and
better research and innovation systems in the very countries in which international
collaborative health research is dondénd, it is hoped that many more soutbased
organisations or those woitkgin the interess of scence andhe global south would eventually

subscribe to the position presented here.

1. Data Sharing : Benefits and Concerns

In the views ofINDEPTH and COHREDaring of public health ata is both ethical and
beneficialfor a number of reasonsThe pointsraised in this position paper ateased on the
crucial notion that the potential benefits to health from research investments in LMICs not only
follows from research results and products, but also from stronger capacity and better research
and innovation gstems in the very countries in which international collaborative health
research is doneOn the level ofresearchcentresthat collect the data data sharingcan
enhance the capacity of the Centresto discover new knowledge moreffectively and
efficiently, and provide them with the opportunity for further visibilityand recognitionin
scientificplatforms Forindividual scientists working in ése centres, data sharingvill open up
opportunities for undertaking crosand multisite research and estabkh andstrengthen links

with partners Sharing ofpublic healthdata canalsofacilitate better and effectiveutilisation of
existingdata at country, regional and global leygbroviding furtheravenuesto explore the

spatial and temporal dynamics thaam only come from suchinique longitudinal database

% For exampe, see the Health Research Webn(w.healthresearchweb.olgand its derivatives
www.researchethicsweb.orgnd www.africascienceweb.org
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available from a range opopulations that are at different stages of the health and
demographic transitiofhese in turrwill allow the use of a wider range tdols, perspectives
and methodologieghan are available in any single centre, and therelnd value to scienge
while promoting the use ofsound evidencefor policy making. The sharingof data can also
benefit the countrieswhere the research centres operatgarticularly with respect to
consolicating southsouth partnershigin research trainingnd building southern analyticahd

research managemerdapacites.

While these rasons are compelling, the sharing of dadt@m surveillancesystemsposes
genuineconcerns From the perspective dieath research in the global south in general, and
that of the research centre in particular concernsrelated to data sharinginclude possible
misinterpretation and even misuse of data arising from inadequate understanding of the
context in which datawere collected There is alséear of marginalisation arising frortoss of
recognitionand control over the dataincluding the possibility of a totahift of the task of
generatingnew knowledge to northernyell-resourced centres, to the detriment oéseart
centres in the southwhich may currentlye lacking such resourcesThere is also governance
challengerelated to balanéng the costs and benefits of data sharing between countries,
institutions and individuals who originate the research data aedodary users that benefit
through further analysis and publication, so that the process does not lead to material

disadvantages for each.

Other concerns relate tadentity disclosurerisk of research participants and potential
stigmatisation andadverseattention to study participantsand in worse cases, stu@reasor

communities that may lead to nstrust ofthe research teanand other stakeholdersnvolved
in the data collectionThis is particularly important given thfferent settings in which hedft
research in high and low and middle income countries @anmeently being conductedHealth

researchin high income countriehappens in an environmentvhere national or regional
legislators provide detailed, explicit and enforceable rules for data sipamd protection of

privacy,whereasmost researchers in the global south and INDEPTH research centres operate in



a relative legislative vacuum in this regard, although changescareently occurring To
operationalise effective data sharing globally, meed to become as specific about responding

to the context as we are in phrasing mechanisms and platforms ofstateng itself

To realise the benefits of data sharing, while minimizing these concerns and challdrges
Nairobi meeting addressed tke interlinked factors namely theethics of data sharing
sustainabilityand operationaltechnical considerations that should ensure viable sharing of

data, which are elaborated below.

lll. A Framework for Sustainable Data Sharing

3.1 Ethical Considerations

Bah the INDEPTHNetwork and COHRED armaf the view that ollecting andnot sharing
important public health data isnethical Howeversustainable dataharingdemands that the
collection and sharing of tlse data aredone in an ethical manneso thatthe integrity and
confidentiality of study participantsand communities arenaintained Sustainable data sharing
must also respect the intdlectual property rights ofresearchersand their respective
institutions, not forgetting that secondaryusersmust assumehe responsibilities that come
with the privilege of accessing shared datdheseprinciples require revisiting existing views

and practices on the ethics of data sharing, which are outlined below.

3.1.1 Needed changes

While the currentGood Clinical Pracec(GCH- driven consenting process derived from the
Helshki Declaration tend to seestudy participants asindividuals and calls for protectidinom
harm or exploiation resulting fromtheir participation in researchthe Declarationdoes not

provide adegate safeguards forommunitiesor countriesin which the studies are conducted
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or to researcherswhichare responsible for originatinthe researchdata. Therefore it is our
view that putting public healthdatain the publicdomainrequiresarevision d the scope ofthe
existing consenting processto ensure that all those involved know their rights and
responsibilities anavill be aware of the safeguards or latikereof. For example,ite wording of

consent documents

a. should be phrased to allow for fute unanticipateduseof the datg

b. should be explicit with regard to the fatttat the data would be shared

c. should cater for the plannelinkage of tlesedata withother databases that may
increase the sensitivity of the data

d. shouldensure thatfuture useof data besubjectedto re-approval by the IRB but
not necessarily reonsenting and

e. should ensure that articipantsare informed of the factthat once their data

have beenmadeanonynousand sharedthose datacannot be withdrawn

3.1.2 Outstanding challenges and issues needing further consideration

COHRED and INDER@&ebgnisesomeoutstandingethicalchallenges thatvarrant further
consideration Thesanclude
1. The risk of identity disclosurehich, evenwith all the possible safeguargdsill not be
completely eliminatedandhence the bestthat can be done io weighthese risks
against the benefits of sharing the datt the same time, it is unclear who should
weigh these riskandon the basis of which principles.
2. Existing HDSS data thaterequired forsharing or perhapbavealreadybeen shared
but for which the datéhave been collected without theonsentprovisions listed above
3. Whether or not he consenbbtainedfrom a proxy informantlso applkesto
information provided by him/her about other indduals
4. How to ensureoversight sdhat secondary users honour duties and responsibilities that

come with using shared datauch as



a. (ontinued confidentialityand giardingagainst individual and community
stigmatsation and the risk omisinterpretation

b. Usingdataonlyfor the intended purpose as per agreement

c. Secondary users send feedback on errors to the data repository holder

d. Continued conversation Wi dataoriginatorswhen dealing with sensitive
contexts

e. Shamgmanuscripts resulting from data

f. Acknowledgment and citation of the data source amtiere appropriate
consideration made for authorship

g. Local legislative context i.e. disclaimer on the web as done on the
www.indepthrishare.org websitg requiring user to state purpose, objective
and feedback mechanismegarding use of data;

h. Need for secondaryusetsYl 1S GKSANJ 26y RA&OfFAYSNI A
2 ¢y Yaad

i. Conflict of interest declarations

5. The need foconsenting guidanc® be driven by a specifidetwork-wide protocol

guideine that is approved bgnd apply across the Network

Finally, @ven the absence of clear ethicglidancefor sharing public health data in most
countries, COHRED andNDEPTHall upon IRBs to develop the capacity to address ethical
issues of data sharinduring the review process. At the same timdDEPTANnd COHREWIl
engage with other relevant international agencies to include data sharing guidance issues in
international ethics guidelinesGiven the limitations of the Helsinkbeclarationand the
potential for the new UN Universal Declaration on Bioethics and Human Rights of 2005 to
better deal with concerns beyond individual protectiomcluding theright of communities

and countries in which research is being conducteee also urge ethicists t@onsder data

sharing as a key topic in bathics scholarship.

3.2 Sustainability Considerations



In order toensurea continuouscomprehensive and timelfjow of public health data from the
HDSSthe following three inter-linked aspectsof data sharingneed die consideration.As

shown in Figurel, at a Centre level, these includeustainabé surveillance platform
sustainable researchilata management systesn(including systems otollecting, cleaning,
processing, and documeng datg and the ability ofCentreéi Q | Yy R (i koSecrbitSuads 2 NJ|
retain the skills and expertiserequired for knowledge production and research data
management These three elementare in turn depencent on availability ofadequate funding.

In addition, the framework also recognises tingportant role that theINDEPTH Netwotkself

has in respect of theustainability of théi KNS 02 YLRYySyldad ¢KS adzadl A
data sharing initiative in turn depends on all three factors, as well as on the resources available
to it andits member centresWithout efficient data management systemsatesearctcentre

level, it willbe impossible for théNetwork to pull together and share crossentre quality data

with the public

Similarly, Network-level research is driven byand dependent on, researchersbased at
individual centresOn the other hand,lte Networkalsoadds value to the activities of member
centres.t KS b S ingegn&lt d data management toolgsuch aghe iISHAREprogramme)
and other initiatives (such as the Verbal Autopsy tool) are some examiN&EPTHalso

continues to invest in capacity building and retention programmes for the centres.

As indicated in the Figur¢he sustainability of the Network and its membeaatso depends on
the ability of INDEPTHo develop and maintaircollaborations andstrategic allianceswith
relevantinstitutions around the worldOnly when all these components are working in tandem
will the Network and its membecentresbe in a positionto collect, document and share the

data at their disposal in a sustainable fashion.



Figure 1: Sustainability Triad

Sustainability is also related to the capacity of LMIC institutions and countries to negotiate
research and data sharing contracts with external funders, collaboratorssersuithout
adequate contracts, research partnerships can also result in financial disadvantage to the
southern research institution if the contract does not cover the true cost of the work, both
during and after data collection is completel8air reseach contractingwill enable countries

and institutions to negotiate for capacity and skills transfer, as well as fairer benefits from data

sharing and collaborative research. Tlmsturn, will enable LMIC institutions to build the much



