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Abstract

The four publications included in this thesis embody a programme of research aimed at
improving interpretations of informed consent to medical treatment in the United Kingdom
(UK). Paper one considers the application of solidarity - often a concept associated with
political debate - to bioethical issues. It examines leading conceptualisations of solidarity in
healthcare and their relation to the practitioner-patient dynamic and standards of informed
consent. In considering the interplay between ethical principles of solidarity and autonomy,
the paper explains how current concepts of healthcare solidarity may undermine individual
patient autonomy by creating imbalance in the practitioner-patient dynamic. Current
constructs of solidarity are also considered to be exclusionary which, it is argued, may
potentially lead to the othering of patients. The effects of patient exclusion and othering are
examined in paper one and throughout the subsequent papers. In response to these issues,
the novel concept of ’conjoint solidarity’ is presented in contribution to the existing
scholarship. It calls upon healthcare stakeholders (incorporating healthcare practitioners and
patients) to adopt a duty to assist in the identification and achievement of improved
healthcare outcomes. By recognising the epistemic value of both practitioners and patients,
conjoint solidarity is said to promote an inclusive form of solidarity that promotes balance
in the practitioner-patient dynamic and that will support, rather than undermine, autonomy.
It is anticipated that by facilitating greater patient involvement in the decision-making
process, trust can be rebuilt, and healthcare outcomes improved. From this ethical
grounding, informed consent is explored through the subsequent three papers which address
deficiencies in current interpretations of the legal standard for informed consent and propose
new ways in which shared decision-making can be enhanced to mitigate against the kind of

harms which have been witnessed in recent years.

Paper two explores the evolution of the legal standard of informed consent to medical
treatment in the UK. It examines the development of the judicial precedence pertaining to
informed consent through key cases such as Bolam v Friern Hospital Management
Committee [1957], Sidaway v Board of Governors [1985], Bolitho v City and Hackney HA
[1998], and Montgomery v Lanarkshire [2015]. Comparative analyses are drawn between
concepts such as ‘significant’ and ‘material’ risk, and between the ‘reasonable person’ and
‘particular patient’ standards. It is argued that the legal interpretation of material risk is
broad, and that patterns of judicial reasoning are suggestive of a move towards recognition
of majority views on reasonableness. The paper describes how financial interests can

influence healthcare practitioners to the extent that their practice may be harmful to the
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patient and, therefore, concludes that potent financial interests — namely those likely to have
greatest impact upon patterns of practice — may be interpreted as disclosable material risks

under existing common law standards.

Paper three examines standards of informed consent in relation to the issues surrounding the
use of pelvic (vaginal) mesh - as detailed in the 2020 Cumberlege Report - and questions
whether improved interpretations of the informed consent process could mitigate against
future harms. It is recognised that treatment selection - which remains a matter of
professional judgement according to Bolam v Friern Hospital Management Committee
[1956] - could be deemed exclusionary towards patients. Drawing on the concept of
conjoint solidarity, it is suggested that patient-based evidence should be afforded greater
consideration as part of evidence-based practice to promote a more inclusive healthcare
system which affords greater recognition to the epistemic value of the patient to enhance
overall shared decision-making. The concept of risk disclosure is also re-examined in
relation to medical device implantation, and it is recommended that the long-term risks
deriving from implantable devices, or indeed unknown risks associated with innovative
treatment proposals, be deemed disclosable. In this way, patient autonomy can be upheld so

that patients are afforded the opportunity to decide whether, or not, to incur such risk.

Paper four considers how the process of shared decision-making, which precedes informed
consent, can be enhanced by facilitating active discussion [4]. In returning to the concept of
relational autonomy, persuasion is presented as a means of promoting greater patient-
practitioner dialogue and engagement which can allow patients to question and explore the
information that is presented. The example of vaccine hesitancy is used to describe the ways
in which the informed consent process can be used to tackle misinformation and promote
confidence in medical treatments. The standard set out in Montgomery requires that patients
be informed of benefits, material risks and reasonable treatment alternatives when
consenting to medical treatment. On these grounds, it is suggested that informing patients
of the benefits of vaccination could be a means of addressing misinformation. Threads of
conjoint solidarity also run through the argument as it is suggested that disclosure of
vaccination benefits, should relate to both the individual and collective benefits in terms of
individual and herd immunity. This example is particularly reflective of the bridge which
exists between relational autonomy and conjoint solidarity. The thesis then explores risks
and expands upon the disclosure of ‘individual risk’. It is suggested that risk of not
vaccinating also be disclosed — both in terms of the risk of disease posed to individual and

the most vulnerable in society. Persuasion is employed, not as a means of coercion, rather
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as a means of engagement to ensure patients understand the information provided which may
also help to address misinformation. Similarly, the patient is afforded the opportunity to
‘persuade’ the practitioner to understand their perspective, which is a departure from

traditional models of the practitioner-patient relationship.

In presenting this work three key themes emerge: deficiencies in shared decision making
arising from the practitioner-patient relationship, analysis of informed consent and its
deficiencies, and proposals for improving interpretations of informed consent to ensure
patients are engaged and informed. It is anticipated that the proposed recommendations will
have utility for rebuilding patient trust and to enhance patient involvement to mitigate against

recurrences of harms seen in the past.

Key Words: Conjoint Solidarity, Autonomy, Informed Consent, Relational Justice, Shared

Decision Making, Healthcare Law, Ethics.
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and has ootained thell signea wiltlen pemmission 1o execute this Agreement on el behall; (v) he Contibution &
submitied ondy 1o this Joumnal and has not been published before, has not been Included In anoier manusciipt, and s
not cunently undet consideration o accepted for publication elsewhete; (vi) I exceipts fiom copyiighied woiks owned
Dy thind parties are Included, the Contibuion shall ootain wiltten peImission Tom Me copyilont ownels o all uses as set
Toath In the standand permissions foim and the Joumal's Author Guidelines, and show ciedit 1o the soulces in the
Contribution; (vil) the Contribution and any submitied SUpporng INfeimation contain no IDESows of uniawiul statements,
00 not INfIiNge upaon the ights (Incuding without Bmitation the copyilght, pabent of trademsark iohts) of the pilvacy of
otheis, do ol bieach any confidentiality obligation, do not violate a conbiact o1 any law, do not contain materlal o
nstiuctions that might cause haim of Injury, and only Wikze data hat has been ootained In accordance with appiicabie
legal iequirements and Joumnal policies; and (vill) thete are no conflicts of Inferest etating to the Contilbution, except as
disclosed. Accoidingly, the Contibuton iepresents Mt the following Infoimeation shall be cleary identified on the Wi
page of the Contrioution: (1) all inanclal and matedial support fol the iesearch and work: (2) any fnancial Interests the
Contributor of any co-Contiul;s may have In companies of othel entitles thal have an iInieest in he Infoimation in the
Contribution o1 any submitied Supporting Infoimation (e.q., giants, advisory Doands, employment, consultancies,
contiacts, honorara, oyaliles, expert tesimony, parinerships, of stock ownership); and |3) indication of no such
financlal inesests it appiopriate.

Notwithslanding acceptance, e Ownel of Wikey may (but ks not obliged to) requiie changes to e Contilbution,
nciuding changes 1o the lengih of the Contribution, andéor ekect not to putlish the Contilbution [ for any 1eason, In the
Ommer’s o Wikey's 1easonable judgment, such publication would De Inconsistent wilh the CGoie Praciices and associaled
mmmmmwmmme&mmmm{amm -paoilt crganization based In the UK:

=-praciices) of would 1esult in legal labiity, violason of Wiley's ethical guideiines, o

mmmmmmmm

H. USE OF INFORMATION

The Contributor acknowledges Mat, duning the tem of is Agieement and thereafier, the Ownel (and Wiy whete
Wiley Is not the Owne) may process e Contibuonr's personal data, Incuding Stoing of Tanstening data outside of the
country of the Contilbuton's iesiience, In oider 1o process transactions elaled 1o this Agieement and 10 communicale
with the Contributor, and that the Publisher has a legiimate Interest In pIocessing he Contibulons personal data. By
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enteting Into this Agieement, e Contibwion agiess 1o e processing of the Contiibutor’s personal data (and, where
applicabée, confims that the Contiibuton has obiained the peiméssion from all other contioutors 10 process thell
personal data). Wilkey shall comply with all applicabie laws, statutes and 1eguiations Ielating 1o data peotection and
privacy and shall process such personal data In accordance with Wiley's Pilvacy Policy located at: DHps - hwiww wiley com
len-usipivacy.

[ X 11 agies to he GOPYRIGHT TRANSFER AGREEMENT as shown above, consent fo execuion and delivery of the
Copyright Transter Agieement elechionically and sgree that an electionic signate shall be ghven the same legal force
as a handwiltien signatuse, and have obtained wiltien permission fiom all oiher confilbuiors to exscule this Agieement
on theli behall.

Contributors signature (fype name here): Jennier O'Nell

Date: August 02, 2021

SELECT FROM OPTIONS BELOW-
[ X1 Contributor-owned work

[1 U5, Government work
Note o ULS. Government Employses
A romtribution prepared by a ULE. federal gowernment employee as part of the employee's official duties, or which is
an official ULS. government publication, is called a "ULS. govermment work”, and is in the public domain in the
United Stafes. if the Contrbution was nof preparsd a5 part of the employee’s duties, is not an oficial ULS.
govemnment publication, or if af least one author is not a U.5. government employee, it is nof a LLS. governmenf
work. [f at least one author is not & U5, govemment employee, then the non-govemment author showld also sign
the form, selecting the appropriste ownership option. f more than one suthor is not a U5, govermment employes,
onme may sign on behailf of the others.

[ 1 UK. Government work (Crown Copyright)
Note o UK. Government Employses
The rights in a contribution prapared by an employes of a UK government deparment, agency or other Crown body
as part of histher official duties. or which is an official government publication, belong fo the Crown and must be
made available under the ferms of the Open Government Licence. Contribufors must ensure they comply with
departmental reguiations and submit the appropriafe authonsation fo publish. if yowr status as a govemment
empioyes legally prevents pou from signing this Agreement. please contact the Jownal production aditor. i this
selection does not apply to at least one author in the group, this awthor should also sign the form, indicating transfar
of those rights which that author has and selecting the sppropniafe additonal ownership selection option. If this
applies fo more than one author, one may sign on behalf of the others.

[ 1 oter
Including Other Govemment work of Mon-Giowemnmental Organisation woik
Note to Non-ULE., Non-ULK. Govemment Employees or Non-Governmental Organisation Empioyees
If you are employed by the Australan Government, the World Bank, the World Health Organization, the
Infermational Monetary Fund, the European Afemic Energy Community, the Jet Propulsion Laboratory at California
Institute of Technology, the Asisn Development Bank, the Bank of Infemational Settements, USDA Agricufural
Ressarch Services, or are a Canadian Govemment civil servant, please downioad a copy of the license agreemeant
from hrpedwww. wilsyauthors. comficensingFAQ and upload the form fo the Wilsy Author Services Dashboard. If
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your stafus as 8 goverment or non-govemmental ocvganisation employee legally prevents pou from signing this
Agreement, please contact the Jowmnal production editor.

Name of GovemmentNon-Govemmenial Organisation:

[ 1 Companyinstitution owned work (made for hire In the course of employment)
It you are an employes of Amgen, please downioad a copy of the company addendum FIom Hitp: e
Wileyauhors comACEnsINgF AQ and IEWAN youl signed Iicense agieement along with the addendum. It this
s2lection does not apply 10 at least one aumhol In the group, this author showld also sign the foim, Indicating tansfer
of these rights which that author has and selecting the appiopilale acdtional ownership selection option. I fis
applles % moie than one aulhol, one may skgn on behalf of Me others.

Mame of Company/Instiuton:

AUmorzed Signature of Employer:

Date:

signature of Employee:

Date:
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Licencing Agreement for Paper 2

e Taylor & Francis.

CC BY OPEN ACCESS LICENCE

This is a licence agreement under which you, the author, retain copyright in your article, and grant Taylor & Francis LLC (hereinafter ‘Taylor &
Francis') the exclusive licence to publish your article, including abstract, tables, figures, data, and supplemental material hosted by us, as the VVersion
of Record in the Journal on an Open Access basis under a Creative Commons Attribution License (CC BY)
http://creativecommons.org/licenses/by/4.0/_subject to the Terms & Conditions set out below.

ARTICLE TITLE (‘Article’):  Materiality of Conflict of Interest in Informed Consent to Medical Treatment in the United Kingdom
ARTICLE DOI: 10.1080/10508422.2021.1963251

AUTHOR(S): Jennifer ONeill

JOURNAL TITLE (Journal’): Ethics & Behavior

JOURNAL ISSN: 1532-7019

STATEMENT OF ORIGINAL COPYRIGHT OWNERSHIP / CONDITIONS

In consideration of the publication of the Article, you hereby grant with full title guarantee all rights of copyright and related rights in the above
specified Article as the Version of Scholarly Record which is intended for publication in all forms and all media (whether known at this time or
developed at any time in the future) throughout the world, in all languages, for the full term of copyright, to take effect if and when the Article is
accepted for publication in the Journal.

GRANT OF PUBLISHING RIGHTS

| confirm that | have read and accept the full terms of the Journal's Article Publishing Agreement including the Terms & Conditions. | understand the
article will be made available under the following access and use licence. | have read and understood the terms of this licence: ~ Creative Commons
Attribution License (CC BY).

| grant Taylor & Francis the rights to publish my article on an Open Access basis, in all forms and all media (whether known at this time or developed
at any time in the future) throughout the world, including the right to translate the article into other languages, create adaptations, summaries or
extracts of the article or other derivative works based on the article and the right to sub-license all such rights to others subject to the Terms &
Conditions set out below, to take effect if and when the article is accepted for publication. If a statement of government or corporate ownership
appears above, that statement modifies this assignment as described.

Signed and dated: Jennifer ONeill, 03 August 2021 16:06 (UTC Europe/London)
Taylor & Francis Group, LLC, 09 August 2021 13:34 (UTC Europe/London)

THIS FORM WILL BE RETAINED BY THE PUBLISHER.
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TERMS & CONDITIONS
DEFINITION

Your article iz defined as comprising {a} your Accepted Manuseript {AM) in its final form; (b) the Bnal, defimitve, and citable Version of Record
{VWoR} including the abstract, teit, bibEopraphy, and all sccompanying tables, illustrations, data, and media; and (¢} aoy supplemental material hosted
by Taylor & Franeis. This grant of license and these Terms & Conditions constitute the antine agresment and the sole understanding between you
and us {'spresment'); no amendmant, addendum, or other communication will be taken into account when interpreting your and our nphts and
oblipations under this apreement, unless amended by a =Titten document sipned by both of us.

TAYLOR & FRANCIS' RESPONSIBILITIES

If deemed acoeptable by the Editors of the Joumnal, we shall prepare and publizh your article in the Journal. We may post your accepied mamuscript
as free-to-acoess in advance of the formal publication of the Version of Record (VaR). W chall publich the VoR in the Tourmal on an Cipen Access
basis, viz., to be made freely available online with no subscription foe or article-pay-to-view fee or any other form of access fee or any publication
embarpo being applied. We reserve the npht to make such editorial chanpes a3 may be necessary to make the article suitable for publication or a5 =e
reascnably consider necessary to aveid infringing third-party rights or breaching any laws; and we reserve the ripht not to proceed with publication
for whatewer reasomn.

If before publication we reasonably consider that the article should not be publizhed, on the adviee of our lepal advisors, we may decline to publish
the article, in which rase we will refund you any Articls Publiching Charge vou have paid.

If after publication we reasonably consider that the article should be reiracied or removed from cur website, on the advice of our kegal advisors, for
example, because of a breach in your Author Warranties, we may retract and withdraw it, and in swch case shall be under no oblipation to refund you
amy Artiele Poblishing Charpe you have paid.

You hereby edpres:ly prant us the dght to bring an action for infringement of copyright in relation to your article, pursuant to US copyright code
section 501, or any comesponding law elsewhere in the world.

If we do ot receive payment of the applicable Article Publishing Charge sid (6) weeks after we issue you an inveice; or =x {6} weeks after Open
Acoess publication if we have received insufficient invoice informationfrom you, we reserve the opht to rescind the Open Access statns of your
articls and to publish it on an slternative licence basis.

YOUR RIGHTS AS AUTHOR

These rights ane personal to you, and vour co-authors, and cannot be transferred by vou to anyone else. You assert and metain the followning ophts
as author(s):

1. The right to re-nss your own work on a commerrial or non-commercial basis, and in ay way permitted under the: Cpeaties Commons
Aitpbatien Licepze (OC BY), including but not limited to, translation, adapeation, and resale.

2. The right to be identiSed as the author of your article, whenever and wherever the article is published, as defined in US Law 94-553
{Copyright Act) and, so far as is lepally possible, any comesponding rights we may have in any territery of the world.

3. The right to retain patent rights, trademark right=, or rights to any process, produst or procedure deseribed in your articls.

4. The right to post and maintain at any time your 'Anthor's Oniginal Manuseripe (AON), i.e., the unpublizshed version of the article created by
VOU PrioT 10 PeeT reviewr.

WARRANTIES MADE BY YOU AS AUTHOR

5 Yo warrant that:

1. All persons who have a reasonable claim to authorship are named in the article as co-authors including yourself, and wou have not
fabricated or misappropriated amyone's identity, including your own.

2 Youhave been authorized by all such co-anthors to sizn this Apreement a5 apent on their behalf, and to apres on their behalf the
priority of the aszertion of copyripht and the order of names in the publication of the articls.

3. Thbe article is your original work, apart from any permitted third-party copyripht matesial vou include, and does not infrinpge any
imtellectual property iphts of any other person or entity and cannot be construed as plagianzing any other published wodk, including

4. The article is not currenily under submission to, nor is under consideration by, nor bas been accepied by any other journal ox
publication, mor has been previously published by any other joumal or publication, nor has been assigned or licensed by vou to any
thrird party.

5. The article contains no content that is abusive, defamatory, libelous, obscene, fraudulent, nor in any way infringes the rghts of
others, nor is in amy other way unlaw-ful or in vielaton of applicable lawrs.

6 Fesearch reported in the article has besen conducted in an ethical and responsible mamner, in foll complisnee with all relevant codes of
experimentation and legislation. All articles which report in vive edperiments or climical trhials on humans or animals mst include a
written statement in the Methods section that such work was conducted with the formal approval of the local human subject or animal
cape commitiees, and that clmical trials bave been repistered as applicable bezislation requires.

7. Amy patient, service user, or participant {or that person's parent or legal puardian} in amy b or climical stperd ar study who
is deccribed in the articls has given written consent to the inclusion of material, et or image, pertaining to themselves, and that they
ascknowledzs that they cannot be identified via the articls and that you have anomymized them and that you do not identify them in
any way. Whers such a person is deceased, you warrant vou have obtained the written conzent of the deceased person's family or
estate.

& You have complied with all mandatory laboratory health and safety procedunes in the courss of conducting amy smperimental work
reported in your articks; your articls contains all appropriate warnings conceming any specific and partienlsr barards that may be
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imralved in carrying out stperiments or procedures described in the article or involbred in instructions, materials, or formulee in the
article; Four article inchade s sxplicitly relevant safety precantions; and cites, if an accepted Standard or Code of Practice is relevant, a
reference to the relevant Standard or Code.

. You have ackmowledzed all sources of research funding, as required by your research funder, and diselosed any fnancial interest ar

benefit vou have arising from the direet applications of vour research

. ¥ou have obtained the necessary written permission to include material in your article that is owned and held in copyright by a thind

party, which shall include but is not imited mmpmpl:i.:m'hd: illustration, table, or other material, including data, audio, video,
film stills, sereenshots, musical notation and any supplemental material.

. You have read and complisd vrith our policy on gublichige =thics
2 You have read and complied with the JTournal's Instraction: for Anthors.
. You will keep us and our affiliates inderomified in full against all loss, damages, injury, costs and expenses (including legal and other

professional fees and efpenses) awarded apainst or incumred or paid by us as a result of your breach of the wamanties given in this

Aszreement.

You conzent to allowing us at our discretion to post an accepted manuseript {AM) versions of your anticle before we publish the
Wersion of Record (VoR) in the Journal, on the basis that our quality assurance process may reveal errors which could affect the
meaning and content of the precedent AM, and thus all lepal disclaimers that apply to the Fournal relate to 2oy AM we post.

You consent to allowing us to use your articke for marketing and promotional purposes.

You agres to provide ns, if we so request, with acoess to and/or copies of any source research data and data sets used in preparing
the article within fourteen (14} days of such reqnest or such other time as may be agread.

GOVERNING LAW

6 This apreement (and amy dispute, proceeding, claim or controversy in relation to if) is subject to US copyright laws.
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Ex_LTP_Cambsridgelesd 07
1 STANDARD TERMS AND CONDITIONS

1.1 The Authar hereby agress to be bound by all terms and conditions in this LTP,
2 LICENCE

il The tenm “Contribution” means the artide written by the Author as identified

331 the Green Open Acess policy does not permit the full Contribution,
in &M or VoR form, to be placed on any commercial website,
platform, repository or scholarly collsboration network: induding,
but not Wmited toc Reseovchiate, dcodemioedy, Mendeley or

Linkegin

on page one of this LTP and indudes, without exception, all the following
wersions of the article:

211  Submitted Manuscript Under Review (“SMUR™): any version of the
Contribution that is under formal review for inclusion In the Sournal.
Accepted Manuscript [“AMT): the version of the Contribution that
has been accepted for publication. This wersion may include nevisions
resulting from peer review but may be suhject ta further editorial
Input by the Publisher

Werslon of Record k") the version of the Contribution that Is
formally published in the Journal. This includes any “Frstiiew article”
that ks formally identified as being published before the compilation
of awolume or lssue aslong as it ks citable via 2 permanent dentifying
Digital Dbject identfier ["DOF). This does not incdude any “eardy
release article” that has not yet been fived by processes that are still
to be applied, such as copy-editing, proof corrections, lyout, and
typesetting. The Vol includes any cormected or enhanced Vol

2.2 The term “Supplementary Material” means any additional written or

illustrative materials submitted or uploaded to the Journal by the duthor for
publication In connection with the Contribution. Supplementary Material
does mot form part of the Contribution and will be made awailable in
assoclation with the Comtribution in online format only. Supplementany
Material may be original content created by the Author ["Original SM™)ar it
may be third-party material scurced and cleared in accordance with Clauze B
balow by the Authior (“Third-parnty $M7).

1.3 In consideration of publication of the Contribution, the Author hereby grants

34

35

3

Al reuses of the Contribution under the Journal's Green Open Access poliop
must include:
341 alink to the Contributicn on Cambridge Unhersity Press’s Online
Fublication  Platform  ["COPP") wusing a DO link, eg.
bt ol arg/ DOV
a clear statement Indicating what the end-users’ rights ane relating
to their right to use the version of the Contribution in question; and
a clear statement that the Contribution has been accepted for
publication and will appear in a revised form subject to peer review
ard/or input fram the Jourral's editar.
Far further detalks and latest information about any updates to the Green
Open  Access  policy, please  follow the relevart  hyperlinks  at:
f cambridge.ong/core/services/op policies.  In  the
evert of any incorsistency between the Green Open Acress palicy provided
online at the URL above and the provisions of Clawses 3.2 and/or 3.3 above,
then the anline Green Open Access policy Infr jon shall take preced .
[eacept that nothing in the enline policy shall prevent the Author from using
the Contribution as permitted under this LTP).

OTHER PERMITTED REUSE OF THE CONTRIBUTION

342

343

4.1 In addition to the reuse permitted by the Green Open Accesz policy, the

a.2

Author mary rewse the Contribution In accondance with the Publisher’s content
reuse  policy, the provisions of which are  detalled  here:
https:fwwa.cambridge. ong fabo frights ffags/.

b e -

Far any other neuse of the Gontribution which ks not covered under this LTP,
the Author must approach the Publisher to request permission.

to the Publisher:
131 an exdusive licence to publish, reproduce, distribute, and sell the % UMDERTAKINGS AND REPRESENTATIONS
IEm1hI:Ler|:r:n|l|:|::d;:dlr: mﬂrlddmulhuldlnal 5.1 The Author hereby undertakes and ks that:
EI . now ghout -nr“h sinafter IP . "":_iem it 51.1 each ramed Author has full authority and power to agree to this LTE;
cubl of all transk and suk ry rights: Lk 51.2 the Lead Author has full authority to execute this LTP on behalf of
the duthor;
3. exchusive licence all other in the of '
132 ;wr'ah i * 1o explol mlns-:mm'tg: s namre of 513 the Contribution ks ariginal and has not been previously published In
i . whale or in part;
publishing and print on demand rights in the Contribation;
133  anonexdusive licence to publish, reproduce, distribute, and sell any sl4 t:’tn?'::m a2y “ka“:* Wtacats] cortah Rothing
Supplementary Material or any part of it in all forms and media and f "I'“ bl "”Hﬁ “"‘m‘: or Nowsce or ey othe
In all languages throughout the warld, whether prict, digital / phellectual propersy rght of 3Ty I PaMY, sl contal
electronic, whether now known or hereirafter imvented, ard to s15 o anmy Capple ¥ contain B
grant sublicences of all trasstation am saluhdlary vights; and tmrsmi Inf\:n::lr-tuimmril :m rson uﬂ::tﬂul ":"“"‘r;"
234  a non-exclusive licence to explot all ather Hghts in the nature of persona ¥ pe e
Tm'ﬂ'ﬁf:"m“:d”:ﬁf: "‘"‘;x" ather 5146  all statements contained In the Contribution and amy Griginal Sh
P dal P "F purparting to be facts are true and any formula, instruction or
) uhvalent contained therein will if followed accuratel
24 The leences described in Clause 2.3 above shall, throughout this LTP, be :ﬁwlnjnud_mpmhw ol by, cause
25 The Uetras. shul somrmsres upon the Publisher’s farmal acceptance to SLT the tonibation snd a7y Supplementary Materal do nat o
. arry or un| mterial, or ary m al
publich the Contribution and shall endure for the legal term of copyrightin the: would harm the reputation of the Publisher;
z;m::r;nw therftheir right o be e 25 518  there are ne actual or apparent conflicts of interest connecied to the
’ ¥ Contribution that have not previously been declared. & conflict of
the author of the Contributicn in accordance with the provisions of the UK Interest Is understood to exist I an interest (nandal or atherwisz)
Coppeight, Duesigns vl Fadants Act 1088 exerts of appears to exert undue influence on the aralysis or
3 GREEN OPEN ACCESS conclusicns in the Contribution, the cholce of subject matter, or in
31 “Green Open Access” refers to the Author's right to self-archive specified :gm" ﬂm’ :'r‘:p'::::‘ or 2ppears 4o lepy e Anthors
digital versiors of the Contribution notwithstanding the Licence. -
32 Lo the Jomal's current Green o ks oy beopd 5.2 In the cvent that the Author & in breach of any of these undertakings the
! ¥ time to time], the Author retains the Sighve, rionbianierabile Publisher shall have the right to cease making the Contributicn andfor any
Iréﬂmrr.—me:rd digital versions of the Cor . y Material available and/or to require that the Author makes
at spacifed In the table below- any necssary revisions to the Contribution andfor any Supplementany
Material {including any factual informartion]. Any such revisiors chall be
govemed by this LTP.
THIRD-PARTY MATERIALS
&1 The Authar further confirms that for () any Third-party 58 and (i any other
third-party material {incduding but not limited to textual, llustrative, audio
" on :;"“"" Jrser— Absstrait emdy o Bk 6 and video content) within the Contributicn:
aLimpLare d'ﬂm pobbcation of | OO 811 licences to re-use saild content throughout the waorld in all languages
Vil ard inall formes and media have ar will be obtained from the rights-
Abutract Mibrast onily ¢ Abutract oaly | Abutrach osby + bk o halders;
Wah Sandy + bink Bk 1 COPP #linkta oM | COMP #li appropriate acknowledgement to the original source of all such
o COPF miaterials hias been made; and
3,3 Forthe avsidance of doubt, the Authar accepts that: $1.3 Inthe case of audic/video material, appropriate release forms have
331  reuse of the Contribution under the Green Dpen Access palicy does been obtained from the Indiidualis) whose llbenesses are
ot affect the Licence;
Page 2od 4 PLEASE MOTE: Amendedfakernathee versions of this LTE will not be accepted and may delay or prevent publication
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Section 1

Explanatory Essay
References to the publications submitted are in square brackets [ ]. References to other

papers are in round brackets ().

1. Theoretical and Conceptual Underpinnings

The four papers presented in this thesis incorporate theoretical and conceptual approaches
aimed at improving informed consent by means not extensively addressed in the literature.
This thesis will consider informed consent as it applies to adults with capacity — young
persons, vulnerable adults or those with incapacity will be excluded from this body of work.
Each paper, and approach, has its strengths and limitations. Paper one explores the nature
of the practitioner-patient relationship and its influence on determining standards of
informed consent whilst addressing the interplay between individual patient autonomy and
collective healthcare solidarity [1]. Autonomy has etymological roots in the Greek word
avtovopog (self-law) and is a concept with modern application to themes of ‘self-
governance’ or ‘self-determination’. As applied to the healthcare context, it has come to
broadly represent patient rights of decision-making [1]. Whilst political solidarity has long
underpinned European healthcare systems, there has - until recently - been little
consideration of solidarity as applied within those healthcare systems (Giaimo & Manow,
1999; Whittall in Prainsack & Buyx, 2017: xi-xiv). Paper one considers how current
interpretations of healthcare solidarity may undermine patient autonomy by promoting
imbalance in the practitioner-patient relationship that could lead to exclusionary othering of
patients - the effects of which are explored throughout the subsequent papers [1: 3-4]
[2][3][4]. Instead, paper one proposes a new inclusive concept of conjoint solidarity be
adopted [1]. Conjoint solidarity calls upon healthcare practitioners and patients - otherwise

referred to as healthcare stakeholders - to adopt a duty to assist in the identification and
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achievement of improved healthcare outcomes [1: 2]. As a concept, it embodies a series of
recommendations which support autonomy, such as inclusivity, mutual recognition of
epistemic value and mutual persuasion; threads of which run throughout the series of

ensuing papers, connecting them in an overarching single body of work.

The subsequent three papers explore deficiencies in interpretations of the informed consent
process and make key recommendations [2][3][4]. A recurrent theme identified is the failure
to engage with patients in the decision-making process, from initial selection of treatment to
a lack of information disclosure during shared decision-making. Recommendations include
greater inclusion of patient epistemic contributions through recognition of patient-based
evidence in the medical decision-making process [3]; enhanced stakeholder engagement
through mutual persuasion [4]; and enhanced interpretations of material risk so that the long-
term risks of device implantation [3]; potent and harmful practitioner conflict of interest [2]
and relational forms of risk deriving from vaccine choices [4] are considered disclosable.
Collectively, these recommendations aim to have utility for rebuilding patient trust and
involvement. This explanatory essay will first consider the background of consent and the
practitioner-patient relationship before exploring three key themes which, in presenting this

work, have emerged for discussion:

Theme I: Deficiencies in Shared Decision-Making Arising from the Practitioner
Patient Relationship.

Theme 1I: Analysis of Informed Consent and its Deficiencies.

Theme I11: Proposals for Improving Interpretations of Informed Consent to Ensure

Patients are Engaged and Informed.
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2. Background

2.1. Consent and the Practitioner-Patient Relationship

There are divergent accounts of the historical origins of informed consent in the literature.
Whilst historian Martin Pernick (1982) considers that “...truth-telling and consent-
seeking...” behaviours have long been components of medical practice (in Faden et al.,
1986: 56), psychiatrist Jay Katz (1984) contests that “...the history of the physician-patient
relationship from ancient times to present...bears testimony to physicians’ inattention to
their patients’ right and need to make their own decisions....” (3-4). This view is somewhat
shared by colleagues Faden, Beauchamp and King (1986) who have written extensively on
the subject. They explain how beneficence — a principle that has long been seen as the
driving force of the practitioner-patient relationship — has historically been used to justify
non-disclosure or ‘benevolent deception’ of the patient (60). Whilst cautioning that the
“...history of informed consent can no more be reduced to a linear narration of social events
and practices than can the history of major concepts in Western thought such as
“democracy,” “autonomy,” or “scientific law”...”, the colleagues agree with Katz that
consent is a relatively novel concept in long history of the practitioner-patient relationship
(Faden et al., 1986: 60, 68; Katz, 1984: 15-18). Furthermore, there appears to be consensus
that standards of consent are inextricably linked to the dynamics of the practitioner-patient

relationship (Faden et al., 1986).

The ancient principles outlined in the ‘Corpus Hippocraticum’ or Hippocratic Oath(s)
continue to have a prevailing influence over the practitioner-patient relationship to this day,
despite promoting a form of authoritarian beneficence that views the physician as “...the one
who commands and decides, while patients are conceived as persons who must place
themselves fully in physicians’ hands and obey commands...” (Faden et al., 1986: 62).
Medical authoritarianism prevailed throughout the medieval period as Hippocratic and

Christian ideals aligned to promote the notion of patient obedience (Faden et al., 1986: 63).
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During the eighteenth century, the Hippocratic Oath — albeit with a “.../ess authoritarian
flavour...” — was instated by newly established medical schools as a pledge to uphold
professional values (Faden et al., 1986: 64). The Enlightenment period, that was
synonymous with political and social reform, saw revolutionaries such as the physician
Benjamin Rush, call for the “...demystification of medicine...” (Faden et al., 1986: 65).
Whilst Rush promoted medical honesty - believing there to be a correlation between free
choice and patient health - his prevailing concern was not one of patient autonomy, rather,
that ‘Hippocratic beneficence’ and deception could damage the medical profession’s
reputation (Rush, 1801; Faden et al., 1986). Rush’s former teacher, physician John Gregory,
was similarly concerned with the medical profession’s image and considered physicians
duty-bound to educate patients about medicine - so long as such openness and honesty
aligned with beneficence (Gregory, 1772). Gregory’s premise was that medical practice
would progress at a greater rate if “...under the inspection and patronage of men qualified
to judge their merit...” (Gregory, 1772 in Haakonssen, 1997: 70). Therefore, whilst Pernick
suggests that both Rush and Gregory sought to promote an “Enlightenment version of
Informed Consent”, their proposals were not wholly borne of a concern for patient rights of

autonomy (Pernick, 1982: 10; Faden et al., 1986).

The work of another prominent student of Gregory, Thomas Percival, was also highly
influential. His landmark publication ‘Medical Ethics’ — described as a “...reinterpretation
of the old Hippocratic guild ethos, seen through the eyes of an 18~ century medical officer
and Christian gentleman...” - encouraged professional self-regulation (Percival, 1803;
Boyd, 2005: 481). It would later form the basis of the American Medical Association’s
(AMA) first Code of Medical Ethics in 1847 (AMA, 1847). Yet it is criticised by Boyd as
being “...a prospectus for the style of professional medical ethics, self-regulating,
paternalistic, and often benign, which typically prevailed until around the middle of the 20

century...” and, by Faden and colleagues, for embodying the “...the living creed of
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[authoritarian] professional conduct in the United States...” (Boyd, 2005: 481; Faden et al.,

13

1986: 70). However, physician Worthington Hooker’s “...brilliant and ingenious...”
response to the AMA’S Code of Medical Ethics is considered by Faden and colleagues to be
a “...ringing, uncompromising denunciation of lying and deception in medicine...[that]
demonstrates an extraordinary sensitivity to the feelings of patients and their needs for
information...” (Faden et al., 1986: 70). Hooker argues that there is no justification for
benevolent deception, cautioning that “...the good which may be done by deception in a few
cases, is almost as nothing, compared with the evil which it does in many cases...” (Hooker,
1850 :252). By the nineteenth century there was greater emphasis on professionalisation as
medics sought to distinguish themselves from ‘quackery’ and, whilst this meant that pre-
surgical consent became routine, benevolent deception remained a common component of

such consent. It was not until the early twentieth century that the risk of legal malpractice

began to emerge (Faden et al., 1986: 76-82).

The impact that the atrocities of the Second World War had upon modern medical ethics is
widely recognised (Germany, 1949). Drafted in response to the Doctors’ Trials at
Nuremberg in 1947, the Nuremberg Code cautions future generations with the now infamous
opening words “.../t/he voluntary consent of the human subject is absolutely essential...”
(Germany, 1949: s.1). The full text of this opening provision is a cautionary tale outlining
the importance of “capacity”, “non-coercion”, and of patients having *...sufficient
knowledge...” to make “enlightened” decisions (Germany, 1949: s.1). Despite its
importance, Faden and colleagues (1986) were unable “...to locate a single substantial
discussion in the medical literature of consent and patient authorisation...” prior before late
1950s - a time associated with the civil rights movement when individuals actively sought
greater rights of equality across various aspects of society (87). They suggest that the
“...Nazi atrocities and the celebrated cases of abuse of research subjects in the United States

raised suspicions about the general trustworthiness of the medical profession...” had
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contributed to patients’ pursuit of protection (Faden et al., 1986: 87). By 1964 the World
Medical Association (WMA) had introduced the Helsinki Declaration to provide ethical
guidance on involving human subjects in research. However, both the original version, and
its subsequent revisions, have been criticised for ‘watering down’ the Nuremberg Code’s
objective (WMA 1964; Maehle, 2009: 606; Botbol-Baum, 2000:238; Germany, 1949). It,
arguably, fell to Henry Beecher and his explosive 1966 article ‘Ethics and Clinical
Research’ to pave the way for stronger adherence to guidelines on informed consent to
human experimentation in the United States (US). Therein he warned of “...troubling
practices...” whereby “...many...patients ...never had the risk [of research participation]
explained to them... [even when such risk was of] ...grave consequences...” (Beecher, 1966:
274). Nonetheless, it was not until 1979 that guidelines were published in the Belmont
Report, seen as an “...attempt to summarize the basic ethical principles...” required of
research ethics, such as “...respect for persons...as autonomous agents...” and
“...information, comprehension, and voluntariness...” (National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, 1979; s.B.1, s.C.1,

s.C.2).

Meanwhile, in the United Kingdom (UK), it was Maurice Pappworth’s publication ‘Human
Guinea Pigs’ that exposed how National Health Service (NHS) patients were, similarly,
being used for research without their knowledge or consent (Pappworth, 1967). Pressel
(2003) explains that there is a close link between research consent and medical consent — a
connection that is evident upon consultation of the case law pertaining to informed consent
in the UK, where both forms of consent are founded in the tort of battery (1221-1223) [2].
Whilst this is explored in more detail in Theme 11, it is pertinent to note that from 1956 to
2015 the prevailing legal standard on matters of treatment consent - established in case of
Bolam v Friern Hospital Management Committee [1957] 1 WLR 582 - facilitated medical

paternalism, self-regulation and excluded patients from meaningful involvement medical
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decision-making. In ruling that a practitioner would not be negligent so long as they had
acted in “...accordance with a practice accepted as proper by a responsible body of medical
men...” the judiciary facilitated imbalance within the practitioner-patient relationship

(Bolam v Friern Hospital Management Committee [1957]: 587).

It was not until the Supreme Court ruling of Montgomery v Lanarkshire [2015] UKSC 11
that patients were afforded greater rights of involvement in medical decision-making. By
recognising patients’ right to be informed of the material risks, benefits, and reasonable
treatment alternatives before consenting to treatment, the Supreme Court Justices effectively
aimed to rebalance the practitioner-patient relationship (Montgomery v Lanarkshire [2015]:
81). To meet this standard, they placed a duty upon practitioners to tailor information to the
needs of a ‘particular patient’ thus creating a requirement for greater engagement. In doing
so, a new era of healthcare was introduced in the UK, punctuated by terminology such as
‘patient-centredness’, ‘patient-centricity and ‘shared’ or ‘supported’ decision-making (see
Montgomery v Lanarkshire [2015]: 87, 90; General Medical Council (GMC), 2020; Royal College

of Surgeons (RCS), 2018). Patient-centredness may be “...narrowly defined as [reflecting]
the patient’s active role in determining his or her treatment and care...” and should be
distinguished from the broader concept of patient-centricity. (Robbins et al., 2013: 350).
The term ‘centric’ has etymological roots in the Greek word xevtpikcog which pertains to a
central, regulatory point or focus (Etymonline.com, n.d.). As applied to health care, such
centricity views a participant as the central "regulating fulcrum” from which the decision-
making process is controlled (Curro et al., 2015; 3). Therefore, terms such as ‘doctor-
centric’ Or ‘patient-centric’ may relate to the seat of decision-making power in the patient-
practitioner relationship. Robbins et al (2013) liken patient-centricity to a form of ““...patient
sovereignty...”, describing it as a “... dynamic process through which the patient regulates
the flow of information to and from him/her via multiple pathways to exercise choices

consistent with his/her preferences, values and beliefs... ” (350). A similar distinction can

36



be made between the terms ‘shared’ and ‘supported’ decision-making. The narrower term
‘shared decision-making ' is defined as a “...joint process in which a healthcare professional
works together with a person to reach a decision about care...” (National Institute for
Clinical Excellence, n.d.) however, this may imply that the practitioner has a “...major role
in making the decision...” (Hamilton, 2020). Notably, the Royal College of Surgeons of
England (RCS Eng.) guidance on consent is aptly entitled “Consent: Supported Decision
Making” (RCS Eng., 2018). Whilst it offers no formal definition of ‘supported’ decision-
making per se, the guidance explains that the “...aim of the discussion about consent is to
give the patient the [tailored] information they need to make a decision about what treatment
or procedure (if any) they want...” thus clarifying the practitioner’s role as an advisory one
(RCS Eng., 2018: 3). Whilst these distinctions are not necessarily made in the series of
published papers, this explanatory essay considers ‘patient-centricity’ and ‘supported’
decision-making to reflect the legal standard of Montgomery v Lanarkshire [2015] most
accurately. Yet, as will be seen, this legal standard has yet to be universally adopted into

practice.

2.2. Poor Healthcare Outcomes
In the years following the Montgomery v Lanarkshire [2015] ruling, several large-scale
inquiries into healthcare failings in the UK have been published which suggest that, in
practice, Bolam’s enduring legacy continues to influence interpretations of informed consent
(Cumberlege, 2020; James, 2020; Bolam v Friern Hospital Management Committee,
[1957]). ‘First Do No Harm’, the report by Julia Cumberlege, CBE — also referred to as ‘The
Cumberlege Report’ - investigated the effect that sodium valproate, hormonal pregnancy
tests and pelvic (vaginal) mesh use had in the UK. The report identified key, overarching
themes associated with patient harm including: “...no-one is listening - the patient voice
dismissed...”; “...1 was never told — the failure of informed consent...” and “...conflicts of

interest — we deserve to know...” (Cumberlege, 2020: 22, 33). Whilst parts of the report
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precede Montgomery v Lanarkshire [2015], others — such as that pertaining to mesh -
describe ongoing deficiencies in informed consent which transverse the period of
Montgomery’s induction and extend to as recently as 2019 (Cumberlege, 2020). ‘The
Inquiry into the Issues Raised by Paterson’ (‘The Paterson Report’) examined the case of
lan Paterson - a surgeon who undertook unnecessary, mutilating surgeries on patients
without adequately or truthfully involving patients in the consent process (James, 2020).
The consent failings outlined by these inquiries are also supported by the findings of a recent
multi-speciality study by Knight and colleagues (2019), said to represent the largest post-
Montgomery study of informed consent. The study indicates that more than 75% of survey
respondents (medical practitioners) were familiar with the Montgomery v Lanarkshire
[2015] ruling, yet only 25% of those consulted had subsequently adjusted their practice
(Knight et al., 2019: 282). Furthermore, up to 55.4% of patients consulted by the study had
consented on the day of surgery — at which stage, “significantly” fewer practitioners were
likely to disclose risks (Knight et al., 2019: 279). The authors also identified a more general,
widespread failure to inform patients of treatment alternatives - including the ‘no treatment’
option. They found that in over two thirds of cases, no relevant discussion on alternatives
had taken place - whether that be at an earlier time (i.e., in the clinic) or on the day of the
procedure itself (Knight et al., 2019: 279). These combined findings indicate that, in

practice, consent processes remain deficient and require improvement (Knight et al., 2019).

3. Discussion

Theme |. Deficiencies in Shared Decision Making Arising from the
Practitioner-Patient Relationship

The practitioner-patient dynamic has evolved from an independent relationship to one
embedded within larger healthcare systems. Such healthcare systems must consider both
the needs of the individual and the patient collective and so principles of healthcare solidarity

and patient autonomy are relevant modern-day ethical considerations [1]. Paper one
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explores solidarity through a chronological analysis. Whilst there is no single definition of
the concept there is, however, consensus that it be characterised by some form of shared

bonds [1].

3.1. The Origins of Solidarity

Notions of solidarity can be loosely traced back to antiquity - from the shared commitment
of those in the basic social unit that was the Ancient Greek oixoc, to the Roman concept of
a shared legal duty to repay debts obligatio in solidium (Roy, 1999; Bayertz, 1999). Also
widely employed in theological ethics as a means of promoting unity amongst a
congregation, solidarity is, for example, expressly mentioned and enshrined within the
Catechisms of the Catholic Church where solidarity is “...articulated in terms of
“friendship” or “social charity”, [...and as...] a direct demand of human and Christian
brotherhood...” (Catholic Church, n.d.). Throughout political history, the pendulum has
swung between apparently opposing ideals such as liberalism and communitarianism. In the
17~ century, prevailing authoritarianism was met with the classic liberalism of the
Enlightenment period. Prominent political thinkers, such as Hobbes (2010 [1651]), John
Locke (1948 [1632]) and Jean-Jacques Rousseau (2018), favoured liberal views of the
relationship between individual and society which recognised the social contract and thus
acknowledged the role of solidarity in ensuring mutual protection. In his famed publication
‘The Social Contract’, Rousseau asserts that individuals are happiest when living in a ‘State
of Nature’, yet he also acknowledges that such individuals may collectively unite to
overcome hardships, thus providing ‘mutual assistance’ to one another (Rousseau, 2018).
Such liberal interpretations of social contract theory would eventually contribute to the
French Revolution and its notions of ‘liberté, égalité, fraternité’ that sought to encapsulate
notions of freedom from oppression, equality, and fraternity (or solidarity) amongst the
nation’s citizens. Indeed, during the European Enlightenment period, various guises of

solidarity were used to further political causes (Bristow, 2017). Whilst conservatives - who
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opposed the revolutionaries’ calls for radical reform - preferred the political pragmatism that
favoured tried and tested tradition alongside incremental change, they also somewhat
acknowledged the importance of solidarity (Gamble, 2012; Kekes, 1997). In his famed
publication ‘Reflections on the Revolution in France’, moderate conservative Edmund Burke
- fearing that liberal revolutionaries threatened the very fabric of society - called upon
citizens to rally together to uphold honour (Burke, 1790: 28). In an early nod to
communitarian ideals — and thus solidaristic traits — he emphasised that “.../t/o be attached
to the subdivision, to love the little platoon we belong to in society, is the first principle...of
public affections...” (Burke, 1790: 39). In the late 1800s, one of the fathers of modern
sociology, Emile Durkheim (1984 [1893]), cautioned against individualism and proposed
that his mechanical and organic forms of solidarity, which were aligned with the
advancement of society, be extended to all. Nearly a century later, Rawls promoted his
liberal “...abstraction [of] the familiar theory of social contract...” in his famed publication
‘A Theory of Justice” which proposes that individuals are equal due to an imaginary ‘veil of
ignorance’ which hides any advantage they may or may not hold, thus creating an equal
platform known as the ‘original position’ (Rawls, 1971). It is from this ‘original position’
that he proposes collective goals could derive from values such as freedom, equality, and
opportunity (Rawls, 1971). Yet his approach was viewed by some as too liberal and may
have contributed to a responsive rise in communitarianism ideals in the 1980s, as explored
by Western scholars such as Alasdair Maclintyre (1981), Charles Taylor (1979; 1985) and
Michael Sandel (1982) as a means of promoting the ‘common good’. Sandel and Taylor are
critical of liberals such as Rawls for failing to recognise that individuals are embedded within
society, however it is pertinent to note that Rawls’ recognises that “...only in a social union
is the individual complete...” (Sandel, 1982; Taylor, 1985; Rawls, 1971: 460). Notably,
communitarianism was also adopted as a means of describing the form of prescribed thinking
associated with authoritarian regimes in Asia, which uphold the common good over

individual rights (Fox, 1997). Therefore, Etzioni proposed a concept of ‘responsive
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communitarianism’ that is differentiated from such authoritarianism (Etzioni, 2003).
‘Responsive communitarianism’ Seeks to bridge the gap between the core values of
individual rights and collective good; thus, remaining dynamic so as to pull society back
towards the centre should it move to favour one over the other. ‘Responsive
communitarianism’ shares similarities with the aim of conjoint solidarity which seeks to
bridge the gap between the individual and collective need in a healthcare setting (Etzioni,
2003) [1]. Notably, responsive communitarianism also lends itself well to public health
policy which can adapt to allow societies to deal with potential conflicts between individual
and collective goods. For example, individual rights of medical autonomy upheld under
Article 8 of the European Convention on Human Rights (ECHR) may be curtailed if the
collective good requires, according to subsection 2 of the article (Council of Europe, 1952).
According to Etzioni, this is not considered to be a form of paternalism, rather it is viewed
as an intent to improve cultural norms that influence non-rational decision making and so is

justified in relation to public health (Etzioni, 2013).

As a concept exclusively applied to the field of bioethics and healthcare, solidarity has been
explored by several scholars. Paper one identifies a commonality in approach that
necessitates the fulfilment of pre-requisites - such as bearing of costs, coercion or identifying
similarity in others - a concept considered to present distinct difficulties in healthcare,
particularly in relation to patient autonomy [1]. As will be explored, it is suggested that such
models inadvertently promote exclusion and so threaten to undermine individual autonomy
(see Prainsack & Buyx, 2011; Davies & Savulescu, 2019; Dawson & Jennings, 2012) [1].
Instead, an innovative notion of ‘conjoint solidarity” will be presented to contribute to the
existing scholarship. Conjoint solidarity is defined as deriving from the “...shared goal of
all healthcare stakeholders (encapsulating all healthcare professionals and service users)
to accept a duty to assist one another to achieve improved healthcare outcomes... ” [1]. In

building the case for this inclusive form of solidarity, paper one first identifies the
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deficiencies in existing theories and then recommends that conjoint solidarity - which is
founded upon mutual recognition of epistemic value amongst stakeholders and the ‘pooling

of information’ - be adopted [1].

3.2. Solidarity at the Expense of Autonomy

In the comprehensive body of work produced for the Nuffield Council on Bioethics,
Prainsack and Buyx (2011) present their three-tiered model of solidarity. Existing at the
interpersonal, collective, and societal level, it incorporates “...manifestations of the
willingness to carry costs to assist others with whom a person recognises sameness or
similarity...” (s8.25: 87). Although a “willingness” to carry costs could be deemed
reflective of autonomous decision-making, the requirement to bear costs could pressurise
individuals - who wish to act in solidarity with others - into bearing costs when they
otherwise would not have wished to do so (Prainsack & Buyx, 2011: s.8.25: 87) [1]. Their
theory is applied to ethical issues in their 2017 publication, such as the governance of large
biobank databases that contain biomedical data. The example of biobank governance is
considered a pertinent one as it illustrates the way in which Prainsack and Buyx’s model of
solidarity promotes a broad model of consent that could directly undermine the hard-fought
gains of Montgomery ’s informed consent in practice (Prainsack & Buyx, 2011; Montgomery
v Lanarkshire [2015]; 28). Whilst biobanks may be of great public utility — given their scope
to predict patterns of disease or health behaviours — they also present a data protection risk.
This is particularly concerning for individuals who may subsequently be re-identified. Re-
identified participants may, potentially, be profiled for exhibiting ‘high-risk’ health
behaviours and, as a result, may face discrimination and exclusion from healthcare
provisions (Prainsack & Buyx, 2011; 2017: 101). However, Prainsack and Buyx suggest
that solidarity can balance “...the value of public benefit [of biobanks] and the protection of
personal goods” whilst moving away from the “...dominant...focus on individual

autonomy...” (2017: 99,119). Whilst they also assert that “...autonomy of the person from

42



whom the data [derives]...remains an important guiding principle...”, their model of
solidarity ultimately fails to reflect this (2017: 118). As will be explored there are several
examples of the downplay of autonomy in both their proposal and those of their

contemporaries.

3.2.1. In Relation to Respect for Bodily Integrity. Whilst Prainsack and Buyx
(2017) acknowledge the importance of informed consent to protect against “...intrusions
into one’s bodily integrity...”, they also suggest that rights of bodily integrity are not
applicable to the matter of biobank research (114). The right to bodily integrity has been
described as the right to “...exclude all others from the body, which enables a person to have
his or her body whole and intact and free from physical interference...” (Herring & Wall,
2017: 581) and is protected by Article 3 of the European Charter of Fundamental Rights
(CFR) which states that “...[e]veryone has the right to respect for his or her physical and
mental integrity" particularly ...[i]n the fields of medicine and biology... [where] ...the free
and informed consent of the person concerned [must be obtained] according to the
procedures laid down by law...” (European Union, 2010, art. 3(1)(2)(a): 380). Whilst the
enactment of the European Union (Withdrawal) Act 2020 means that the CFR will no longer
directly apply in the UK, the ECHR does still apply. Accordingly, rights of bodily integrity
remain protected under ECHR Atrticle 8, the ‘Right to Respect for Private and Family Life’
which is interpreted “broadly” to encompass “...multiple aspects of the person’s physical
and social identity... ” (Council of Europe, 1952: art. 8; Pretty v The United Kingdom [2002]:
61; Denisov v Ukraine [2018]: 95). Therefore, whilst the potential risks associated with
biobanks are unlikely to lead to physical interference with bodily integrity, the re-
identification of participants could lead to potentially degrading treatment, prejudice,
discrimination, and exclusion of those who display ‘high risk’ behaviours which could
undermine values such as ‘well-being’, ‘dignity’ and ‘psychological integrity’ that are

protected under Article 8 ECHR (Herring & Wall, 2017; Beizaras & Levickas v Lithuania
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[2020]: 117; Soderman v. Sweden [2013]: 80; Council of Europe, 1952: art.8). Feminist
ethics have also been used to argue that digital images of one’s body (arguably also a form
of biodata) could be considered to as “...digital prostheses — [0r] extensions of ourselves, of
our will and agency — [that] do not merely represent us but also embody us...” (Rey &
Boesel, 2014 in Patella-Rey, 2018: 788). If, theoretically, this argument is extended to
include digitalised data then one’s DNA profile - the genetic blueprint of our physical
identity that is commonly held in biobank databases - could be deemed to be a digital
extension of the physical self so that interference with such data would constitute an
inference with bodily integrity in its broadest sense. Indeed, as we look ahead to the mid
twenty-first century - with the increasing integration of artificial intelligence (Al) with
medicine - it is likely that our interpretation of bodily integrity will also need to adapt. So
too will interpretations of autonomy, arguably in a manner that offers greater - not less -
protection to individuals. It is to this end that constructs of solidarity which uphold
autonomy, such as conjoint solidarity, are considered more desirable. Conjoint solidarity,
by contrast, promotes an educationally intensive, rather than coercive, approach to the
collective needs of society in a dynamic manner that is reflective of ‘responsive

communitarianism’ (Etzioni, 2003) [1].

3.2.2. In Relation to the Importance of Informed Consent. Prainsack and
Buyx (2017) appear to view informed consent as a litigious risk management tool - a
“...quasi-synonym for autonomy itself...” - that merely acts as a ‘stamp of approval’ to
confirm participant understanding and acceptance of risk (114, 117). Whilst possibly true
from an institutional perspective, this interpretation of consent fails to acknowledge that, for
the participant, truly informed consent promotes educated decision-making. Instead,
Prainsack and Buyx (2017) conclude that “...informed consent procedures are effectively
aimed at preventing and minimising risk...” and they subsequently “...perpetuate[s] the

implicit expectation that once participants are duly informed of as many risks as possible
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and of all efforts in place to prevent these risks from materialising, they will be ‘safe’ - which
they never are...” (120). There is ambiguity surrounding this interpretation: when a
researcher or practitioner discloses risk it is not to prevent those risks materialising, rather
to ensure the individual makes an informed decision of whether to incur such risk. Indeed,
their approach to information disclosure could be viewed as further undermining autonomy.
Prainsack and Buyx (2017) explain that an “...important feature...” of their solidarity-based
data governance model is that participants “...who knowingly and voluntarily contribute
data ...are willing to accept costs...” - with those costs equating to the acceptance of risk
(110). Accordingly, individuals should be informed of the risks which a “...reasonable
person would normally expect... ” to be made aware of, or of “...particular other risks...”
(Prainsack & Buyx, 2017: 107). Whilst the concept of ‘knowingly’ accepting cost would
appear to reflect the informed acceptance of risk ‘as per informed consent’ and, similarly,
the standard of disclosure would appear to relate to the legal ‘reasonable person standard’,
the authors simultaneously seek to downplay how much information need be known about
such participation. Of the nature of participation, the authors propose that “.../r]ather than
being confronted with technical language detailing protocols and risks, potential
participants should... [instead come o] ...understand the ...way a database operates, and
for what goals...” (2017: 119). Here, the focus shifts to disclosing information about the
system of participation rather than its associated benefits or risks, which would traditionally
be required in terms of informed consent. Of the associated risks, Prainsack and Buyx (2017)
distinguish the risks of biobank participation from the “...considerable...” health risks
associated with other forms of research by describing them as “...very small, both in terms
of the nature and the degree of risk...” and “...extremely rare...” (110, 114,116). Notably,
from a legal perspective - albeit in terms of treatment consent - adjectives such as
“...considerable...” and “...very small...” would indicate a quantitative assessment of risk
that has been rejected by the courts on account of their failure to encompass the impact that

a risk could have upon the life of such a reasonable person (Prainsack & Buyx, 2017: 114,
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116; Montgomery v Lanarkshire [2015])[2]. In somewhat of a contradiction, the authors are
also dismissive of such disclosure as “...in the case of virtually all research biobanks, it is
impossible to predict all the ways in which data and samples will be used in the future [...and
so...] informed consent models trying to achieve full risk reduction and disclosure at the
moment of joining are doomed...” (Prainsack & Buyx, 2017: 115). Furthermore, in terms
of benefit, the authors encourage a ‘collective’ commitment to incur costs yet there is little
corresponding explanation of ‘collective’ benefit to be enjoyed by individuals beyond broad
generalisations such as ‘future treatments’ (2017: 105). Finally, the authors conclude that
once a willingness to accept costs has been demonstrated — albeit without those risks
necessarily being explicitly disclosed - a participant is deemed to have “...accept[ed] a
certain level of risk...” which may include the loss of some of the “...benefits...” of
autonomy, such as control over “...future use of data...” (2017: 119). It is to this end that
the authors justify broad models of consent for biobank governance: where a participant
initially consents to biobank data collection, such consent would be extended to other,
similar uses of their data in future without the need to ‘re-consent’ (Prainsack & Buyx, 2017:
115). Such limited information disclosure is in direct opposition to the ethos of conjoint

solidarity which promotes ‘pooling of information’ to support relational autonomy [1].

3.2.3. In Relation to Exclusive Solidarity and Othering. A common theme
identified in relation to current models of solidarity in healthcare is the potential for
exclusivity and othering. For example, Prainsack and Buyx’s requirement to carry costs
(2011; s.8.25:87) could be deemed exclusionary and is described by Dawson and Jennings
(2012) as an “...unnecessary condition for solidarity...” (74)[1]. Instead, they propose that
individuals should ‘stand up beside’ one another in response to injustice or disadvantage,
although this too could be viewed as placing unnecessary limitations upon the scope of
solidarity by requiring individuals to sense injustice or acknowledge disadvantage in another

(Dawson & Jennings, 2012: 74). Prainsack and Buyx (2011) also propose that individuals
46



need identify some form of “...sameness or similarity...” with another to foster solidarity.
However, solidarity that is founded upon similarity could exclude dissimilar demographics
within our diverse healthcare systems (34) [1]. Furthermore, it may also foster inter-
generational, inter-racial or intersocietal tension which may erode empathy and contribute
to dehumanisation of the patient [1]. Such dehumanisation may manifest in various ways
such as gender or racial treatment bias. One study into gender treatment bias described how
women in pain are less likely to be taken seriously than men upon admission to Accident
and Emergency (A&E) departments (Chen et al., 2008). Hamberg (2008) describes gender
treatment bias as a wider problem, encompassing a “...large variety of conditions such as
coronary artery disease, Parkinson’s disease, irritable bowel syndrome, neck pain, knee
joint arthrosis and tuberculosis [where] men are investigated and treated more extensively
than women with the same severity of symptoms... ” (238). Similarly, a study by Hoffman
and colleagues (2016) described racial treatment bias in the study into the attitudes of 418
medical students and residents. The authors found that “...many white...” medical
practitioners falsely believed that there were “...biological differences between blacks and
whites...” with those practitioners also demonstrating racial bias in their management of

black patients experiencing pain (Hoffmann et al., 2016: 4299).

Another form of potentially exclusionary solidarity is described by Davies and Savulescu
(2019), who closely align solidarity with the fulfilment of obligations. They propose that
where individuals do not fulfil their solidaristic healthcare obligations they could forfeit
benefits of healthcare access (Davies & Savulescu, 2019). In one example, Davies and
Savulescu (2019) suggest that if patients autonomously make “...unhealthy choices [this
could] violate [the] obligations of solidarity...” and lead to revocation of healthcare access
(136). The authors apply this model to obesity and suggest that individuals are obliged to
act upon a “Golden Opportunity” t0 address their inactivity (Davies & Savulescu, 2019:

133). This approach would appear to coerce patients to act in a certain way and may also
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penalise those most in need of healthcare assistance [1]. Although the authors acknowledge
that other factors influence obesity, a focus upon inactivity alone fails to acknowledge this
(Davies & Savulescu, 2019: 138). In the UK, growing food insecurity and food bank
utilisation - factors associated with “...stress, depression, and weight-gain...” - present an
additional socio-economic barrier to healthy food choices that could contribute to obesity
(Thompson et al., 2018: 100) [1]. Itis therefore argued that penalising patient demographics
who are subject to complex health and social care needs should not be considered the basis

of solidarity in healthcare [1].

In exploring such exclusionary forms of solidarity further, paper one also considers Goodin
and Spiekermann’s (2015) political concept of epistemic solidarity that relates to “elites” and
‘masses’. They explain how political ‘elites’ have greater access to information compared to
the ‘masses’, yet those ‘masses’ can overcome their disadvantage by ‘pooling information’
in a process they refer to as epistemic solidarity (Goodin & Spiekermann, 2015: 2). If
applied to the healthcare setting, healthcare practitioners could represent knowledgeable
‘elites’ - a theory strengthened by considering the imbalance resulting from Bolam's
professional judgement standard which excludes patients (see Themes 11, I11; Bolam v Friern
Hospital Management Committee [1957] 587) [2][3] - whereas patients represent the
epistemically ‘disadvantaged masses’ [1]. Patient ‘masses’ can, however, unite to overcome
this imbalance, as is evidenced in the Independent Medicines and Medical Devices Safety
Review (IMMDSR) in which patient support groups such as ‘#MASHEDUPBYMESH’,
‘Sling the Mesh’ and ‘Welsh Mesh Survivors’ collectively ‘pooled’ information to have their
voices heard (Cumberlege, 2020; Independent Medicines and Medical Devices Safety
Review, 2019: Written Evidence: Patient Groups) [1]. Indeed, the prelude to the
Cumberlege Report (2020) praises such groups as being “...well informed, knowledgeable,
and research based...” (pi). However, this current dynamic - of elites and masses - also

promotes exclusion and othering of the patient who may be perceived as being
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“...unschooled, and too simple to know how to take care of [themselves] ... ” by paternalistic
practitioners (De Zulueta, 2013; Monya, 2004: 55) [1]. Such a model of the practitioner-
patient relationship is therefore considered to be deficient and may contribute to adverse

outcomes.

3.3. The Effects of Othering the Patient

Exclusionary othering and solidarity fostered in ‘subgroups’ within our healthcare systems
can lead to othering, the erosion of empathy and eventual dehumanisation of the ‘other’
group [1]. De Zulueta (2013) explains how “...doctors may [become] immersed in the white
coat group of individuals...” that excludes patients or, they may become overly focused
upon treating the disease rather than the individual (65). As is explored in paper two, where
practitioner interest takes precedence over professional duty to maintain the patient’s
interests as the primary concern, a conflict of interest may arise that can be harmful to
patients (See Robertson et al., 2012) [2]. The effects of such othering, exclusion and conflict
of interest are examined throughout this body of work by addressing the select body of
healthcare inquiries outlined below which underline the need for an alternative, inclusive,

approach to healthcare solidarity [1].

3.3.1. The Francis Inquiry, 2013. The Francis Inquiry into the Mid-
Staffordshire NHS Foundational Trust examined evidence of widespread failings at Stafford
Hospital in the period between 2005 and 2008. During this time “...appalling care
[standards were] able to flourish...” including poor standards of infection control,
widespread failure to address patients’ basic hygiene needs and to provide essential
assistance with eating and drinking (Francis, 2013: 1, 26, 30). The report concedes that
“...the system as a whole failed in its most essential duty — to protect patients from
unacceptable risks of harm and from unacceptable, and in some cases inhumane, treatment

that should never be tolerated in any hospital” and that there was “...no culture of listening
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to patients...” (Francis, 2013: s4, s1.9). Instead, HCPs were focused upon their collective
goal of attaining Foundation Trust status which resulted in a “...callous indifference...”
towards patients which resulted in such adverse outcomes (Francis, 2013: 13). De Zulueta
(2013) blames an institutional “...emphasis on dissimilarity...” within Mid-Staffordshire
NHS Trust for the patient exclusion and dehumanisation responsible for such disturbing
outcomes and increased mortality (122).! The Report found that there was no need for a
“...radical reorganisation...” of the health service, but instead called for a refocus upon a
“...commitment to common values throughout the system by all within it...” which it
considered to be “...truly important...” (Francis, 2013: s.1.119). The series of
recommendations aimed to “...put patients where they are entitled to be — the first and
foremost consideration of the system and everyone who works in it...” (Frances, 2013:
§1.237). Such an approach, which values inclusion of patients, is reflected in the model of

conjoint solidarity that will be outlined later in section 3.4 [1].

3.3.2. The Cumberlege Report, 2020. Whilst the Francis Report, 2013
specifically concerned Mid-Staffordshire NHS Trust, themes of epistemic imbalance and
exclusion, have also been identified throughout the NHS in subsequent inquiries. The
IMMDSR (2018; 2019) and subsequent Cumberlege Report, 2020 address concerns relating
to the use of medicines and medical devices in the NHS from the 1950s until the present-

day. They addressed three key areas:

« The ongoing use of anti-epileptic drug sodium valproate — albeit now under stricter
conditions - despite being known to be a potent teratogen since first licensed in 1972
(Cumberlege, 2020 s4.1: 98).

» The continued use of hormonal pregnancy tests until the late 1970s, despite concerns of

teratogenicity as early as 1958 (Cumberlege, 2020, s3.1: 62).
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» The prolonged use of pelvic (vaginal) mesh for more than twenty years, despite patient

reports of “crippling, life-changing, complications” (Cumberlege, 2020, s1.2).

This body of work focuses upon the report’s analysis of pelvic (vaginal) mesh in papers two
and three as the issues identified in relation to mesh transverse several themes touched upon
in this thesis, such as conflict of interest, exclusion of the patient, inadequate information
disclosure and erosion of trust [2][3]. Whilst some patients reported that their mesh
implantation surgery was successful, harmful complications of mesh may still develop as
they often take years to emerge (Cumberlege 2020, s5.5: 140) [3]. It is evident from the
testimony of the patients who did suffer harm that there is a disconnect between practitioners
and patients that impedes positive healthcare outcomes. Paper three explores the findings of
the report and proposes that ‘informed’ elites — encompassing industry, practitioners, policy
makers and even the judiciary — often exclude patients when determining whether a
treatment represents a suitable standard of care (Cumberlege Report, 2020; see also Bolam
v Friern Hospital Management Committee [1957]: 587) [3]. Furthermore, as addressed in
Theme 11, the law also dictates that patients are not involved in treatment selection, which
remains a matter of professional judgement (Bolam v Friern Hospital Management
Committee [1957]: 587). As the pelvic (vaginal) mesh inquiry illustrates, this creates
epistemic imbalance that excludes the patient and may have contributed to the ongoing use
of harmful vaginal mesh [3]. Mesh injured patients described how they were not only poorly
informed of the risk of mesh implantation but that they were also subsequently ignored when
they reported their “taboo” mesh-related symptoms (IMMDSR, 2018: s5.12.1). Patients
who reported symptoms of dyspareunia were dismissed with comments such as “...lucky
girl, you now have a designer vagina...” or “...a lot of women would be very jealous...” (see
IMMDSR, 2018: Box 8, 167). Other patients reported being told that their symptoms were
“...all in [their] head and [that they] needed to see a psychiatrist...” (IMMDSR, 2018: Box

7, 165). One mesh-affected patient described the culture of gaslighting patients as being
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“rife” (Cumberlege, 2020: 17).2 As a result, patient symptoms were flippantly disregarded
and instead, the “...blame and onus [was put] back on tie patient...” to such an extent that
it constituted an “...institutional denial of pain caused by mesh erosion...” (IMMDSR, 2018:
$5.12.3, s5.12.6: 167). This not only indicates a lack of empathy towards patients’ pain and
suffering but is also illustrative of a process of dehumanisation that leads to poor healthcare
outcomes. As is argued in paper three, this failure to listen to, and involve, patients allowed
the use of pelvic (vaginal) mesh to continue for far longer than it need have [3]. In her report,
Cumberlege (2020) reminds healthcare practitioners and policymakers to “...recognise that
patients are its raison d’etre...” — a profound statement that indicates that the practitioner-

patient relationship needs to be rebalanced (pii).

3.3.3. The Inquiry into the Issues Raised by Paterson, 2020. Paper two
also explores themes of patient exclusion in relation to conflict of interest and examines both
the Cumberlege Report and Inquiry into the Issues Raised by Paterson, the ‘Paterson Report’
(James, 2020; Cumberlege, 2020) [2]. Paterson, a Consultant Breast Surgeon, driven by his
own “significant” financial self-interest, embarked upon a decade-long campaign of patient
deception (Rowland, 2019, s.5: 5). This involved incentivising general practitioners to
recommend patients to his private practice. He also encouraged his existing NHS patients
to see him privately, claiming they would otherwise face long NHS waiting lists for
treatment - despite British Medical Association (BMA) guidance expressly prohibiting
practitioners from initiating discussions about private practice with NHS patients (James,
2020: 19, 120; BMA, 2020). Through his private practice, Paterson sought to promote his
own self-interest and financial gain. He often requested unwarranted investigations and then
purposefully misinterpreted results so that further surgical interventions were indicated
(James, 2020: 48, 88, 106, 120). He went so far as to erroneously inform some patients that
they had cancer when they were free of the disease (James, 2020: 47). Furthermore, he

often performed excessive, unnecessary, and even unproven treatments including his own
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‘cleavage sparing mastectomy’—a procedure with “...no definition ... [that] is not recognised
practice...” (Rowland, 2019, s.5: 5; James, 2020: 11, 52-53). Paterson actively misinformed
patients and so perpetuated the concept of patients as disadvantaged, uninformed ‘masses’
[1][2]. He used a distorted version of a paternalistic practitioner-patient relationship which
was fuelled, not by hard-line beneficence but instead by self-interest, to facilitate deception
and dehumanisation of patients. For Paterson, patients were a ‘means-t0-an-end’ rather than
as individuals with their own, unique healthcare needs. Paper two explores how conflict of
interest can propagate epistemic imbalance and may be associated with harmful outcomes
for patients. It is to this end, that paper two argues that significant (or ‘potent’) financial
conflicts of interest should represent a disclosable, material risk that the patient be informed

of [2].

3.4. Towards Conjoint Solidarity

Having identified the potential impact that exclusionary models of solidarity may have upon
the practitioner-patient dynamics, conjoint solidarity is proposed to add to the existing
scholarship [1]. As a concept, conjoint solidarity is founded upon a model of inclusivity
which promotes epistemic balance in the practitioner-patient relationship so that a united
approach to healthcare be adopted. It is anticipated that this will uphold, rather than
undermine, autonomy and can serves as a means of promoting trust and of collaboratively

addressing healthcare issues [1].

3.4.1. Inclusivity and Relational Autonomy. In an adaptation of Goodin
and Spiekermann’s (2015) epistemic solidarity, it is proposed that ‘elites’ and ‘masses’ unite
in healthcare to pool information amongst all healthcare stakeholders [1]. The term
‘healthcare stakeholder’ is preferred over ‘practitioners’ and ‘patients’ as it serves to sighify
an inclusive form of solidarity that unites those distinct groups which share the same goal -

in this case, improved healthcare outcomes [1]. It is on this basis, that conjoint solidarity
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calls upon healthcare stakeholders to collectively pool information as part of their ‘duty to
assist one another” in achieving those outcomes [1: 2]. This is not intended to be a
consequentialist ideal based purely on the attainment of the shared interests or goals of the
collective. Rather, it is argued that relational autonomy enables an understanding of
solidarity that takes the individual seriously without failing to show consideration for the
needs and others. It is to this extent that conjoint solidarity describes ‘the nature of duties’
amongst individuals that arises from relational autonomy. Paper one develops this argument
by exploring a spectrum of interpretations of autonomy through analysis of the well-
established concept of ‘self-interest’ in moral theory. It concludes that a relational approach
is the most appropriate to the healthcare setting [1]. Ordinate self-interest is a concept widely
explored in Nicomachean ethics as a necessary part of the pursuit of eudaimonia (Aristotle,
2000 [n.d]). Whilst individualistic interpretations of autonomy hold the individual to be the
ultimate point of reference in determining self-interest, in a way reflective of the ‘self-
absorption’ of egotism, relational interpretations of autonomy reflect the prudent pursuit of
self-interest [1]. This, it is argued, aligns with ethical egoism and its wider consideration of
external influences such as family and community [1]. Paper one concludes that even when
autonomy is interpreted as a liberal concept, such a social dimension exists that is suggestive

of compatibility between autonomy and solidarity [1: 7].

Strength is given to this argument by consulting the work of Kant (2005 [1785]) who
described autonomy in relation to individual self-governance yet simultaneously
acknowledges that it should be interpreted in a relational manner. According to his maxim
of universality, individuals are required to only act in a way which may be applicable to all
(see Kant, 2005 [1785]). Further support of this notion of relational autonomy is offered by
the idea of ‘freedom as independence’, as described in the Republican literature. Pettit, for
example, describes freedom as the emancipation from the power that one agent has over

another, which he calls ‘antipower’ (Pettit, 1996: 577). In the Metaphysics of Morals, Kant
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provides a stronger basis still for relational autonomy in outlining the Universal Principle of
Right which holds that “...[a]ny action is right if it can coexist with everyone’s freedom in
accordance with a universal law, or if on its maxim the freedom of choice of each can coexist
with everyone’s freedom in accordance with a universal law...” (Kant, 1. (1996 [1797]);
6:230). Therefore, the doctrine holds that moral autonomy reflects freedom of will rather
than the independence from the choice of others. Accordingly, independent people are
identified within the relational context of owing moral duties to others upon which their
mutual independence or freedom are secured. Ripstein proposes that such Kantian ideals
remain relevant to modern notions of equal freedom, such as in relation to the law on private

rights and, indeed, within the wider penal system (Ripstein, 2009).

In ‘A Theory of Justice’, Rawls also acknowledges a social dimension of liberalism when he
proposes that free and equal individuals may choose to endorse and engage in social
principles of justice (Rawls, 1971). This is further supported by the rich body of literature
on social contract theory explored in paper 1 which demonstrates the potential alignment
between liberalism — which promotes individual rights - and solidarity [1]. Building upon
the theories of eminent scholars such as Hobbes, Locke and Rousseau, paper one identifies
a broad consensus that the ‘solidaristic’ union may be supported by individual, rational
choice to support the collective (Hobbes, 2010 [1651]); Locke, 1948 [1632]; Rousseau,
2018) [1]. Indeed, Rousseau’s ‘contract theory’ concedes that social union is permissible so
long as there is no net loss of freedom and acknowledges that 'mutual aid’ or ‘assistance’
can be given to support the collective (Rousseau, 2018). This theme of mutual assistance
underlies the principle of conjoint solidarity which distinguishes itself from other,
consequentialist, notions of solidarity [1]. Prainsack and Buyx’s proposal, which is rooted
in the consequentialist outcome of the duty to assist, promotes an inordinate form of self-
interest which holds that individuals should act against their own self-interest and, through

an act of generosity, relinquish their own justifiable rights of autonomy (Prainsack & Buyx,
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2011; Prainsack and Buyx, 2017) [1]. By contrast, conjoint solidarity describes an ordinate,
prudent form of self-interest which aligns with ethical egoism. It promotes responsible
action to safeguard the individual’s legitimate wellbeing whilst considering others in the
context of attaining improved healthcare outcomes. The crucial distinction is that conjoint
solidarity and relational autonomy are viewed as twin pillars of decision-making which,
together, promote rational thought for the individual and collective. It is upon this reasoning
that conjoint solidarity distinguishes itself from the existing scholarship, as an inclusive form

of solidarity that is founded upon free will and rational choice [1].

3.4.2. Benefits of Inclusivity. It is anticipated such a relational approach to
conjoint solidarity will enrich standards and interpretations of informed consent in a manner
that supports, rather than undermines, autonomy by promoting mutual assistance and
collaboration amongst stakeholders. The benefits of inclusivity are outlined in paper 1 and
include improved job satisfaction, increased morale, and improved trust. Enhanced trust is
said to be linked to improved disclosure by both patients and practitioners that is likely to
improve diagnostics, treatment selection and overall treatment adherence. It is further
anticipated that it may tackle issues such as treatment bias and discrimination [1]. In
considering the earlier example of biobank participation, under a conjoint solidarity model,
biobank participants would be fully informed of the risks and benefits of participation - both
from an individual and collective perspective. Such consent would likely be dynamic - as
explored by Whitley et al. (2012) - to afford participants to the opportunity to reconsider
their involvement. It is anticipated that such an approach is likely to have utility in building
trust, particularly amongst demographics who are wary of involvement in medical science
(Steinsbekk et al., (2013) [1]. Paper one also considers how conjoint solidarity would be
used to address questions of distributive justice in healthcare [1]. A relational approach to
justice is proposed to align with conjoint solidarity and is considered preferable to egalitarian

interpretations of justice which, whilst based upon principles of equality, may inadvertently
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perpetuate disparity by failing to recognise pre-existing inequality [1: 10] (see also Agnol,
2005). Similarly, liberal egalitarian interpretations of justice, such as that described by
Rawls, may be deemed exclusionary as they suggest that rights take the form of opportunity
and the extent to which an individual takes advantage of opportunity determines their
subsequent allocation of resources (Rawls, 1971). Indeed, Ter Meulen argues that if applied
to healthcare justice, this could lead to the humiliation of those who fail to take advantage
of their opportunities and the familiar pattern of exclusion, othering, and dehumanisation

might arise [1: 10] (Ter Meulen, 2017).

Notably, due to the scope of paper one, only a cursory analysis of Rawls’s overall work is
provided, and it is prudent to acknowledge here that the Rawlsian form of distributive justice
is not purely limited to opportunities alone. Rawls’s ‘equality of opportunity’ is but one of
the subprinciples of the second principle of justice and, it may be argued, that the subsequent
‘difference principle’ - which governs resource distribution - could address other relevant
issues of healthcare resource access. Rawls’s difference principle holds that inequalities are
just so long as they benefit the worst off in society (Rawls, 1971). However, such an
approach may fail to account for disability. A future exploration of this discussion - beyond
that which is included in paper one - may look to Sen’s proposed ‘capability approach’
which instead focuses upon individuals’ freedom to achieve well-being and the opportunities
for them to attain what they are capable of (see Sen, 1992). Sen’s concept of ‘basic
capabilities’ was further developed by Nussbaum who considered basic capabilities to
encompass “...that which individuals need for developing more advanced capabilities...”

(Sen, 1980; Robeyns, 2016; Nussbaum, 2000).

Further critique of Rawls’s difference principle may be drawn from Cohen’s work which
argues that Rawlsian justice fails to look beyond ‘coercive’ institutions and so does not

recognise the role of personal choice in maintaining ‘non-coercive’ informal institutions
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such as families — the concept of free choice being critical to their existence. Indeed, the
notion of free choice is also central to conjoint solidarity, yet Cohen simultaneously presents
an ‘incentives argument’. This holds that it may be just to provide incentives to those with
special capabilities, advantage, or talent — even though this may lead to greater inequality —
as such a move may lead to more goods being available to the worst off (Cohen, 1997 pp3-
30). Paper one, instead, looks to relational justice which incorporates aspects of conjoint
solidarity such as communication, cooperation, and dialogue amongst stakeholders and
relational autonomy by recognising the inextricable links between individuals and society —
without the need for such incentivisation which could undermine the validity of autonomy
through coercion (Raines, 1989; Ter Meulen 2017; Casanovas & Poblet, 2008) [1]. It is
suggested that by aligning interpretations of justice and solidarity in this manner, healthcare
stakeholders can better recognise and accept individual responsibilities in relation to
healthcare utilisation [1]. Whilst this is not proposed as a one-stop solution, it is intended to
serve as a reference point for debate and contemplation. Furthermore, whilst conjoint
solidarity, relational autonomy and relational justice necessitate greater dialogue with
patients - which may raise concerns over time constrained on an already pressurised system
- it is anticipated that this represents an investment so that the ‘pooling of information’ can
facilitate improved interpretations of desirable healthcare outcomes and their attainment. By
re-balancing the practitioner-patient relationship in this way, interpretations of informed

consent can be enhanced which can help to rebuild trust [1].

4. Theme II: Analysis of Informed Consent and its Deficiencies
4.1. The Law of Informed Consent and its Enduring Paternalism
As outlined, epistemic injustice and paternalism have been facilitated by authoritarian
constructs of the practitioner-patient relationship, by judicial deference to the medical
profession and, more recently, through inaccurate interpretations of the new legal standard

of information disclosure, such as those outlined by the GMC as described in paper two
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(Austin, 2018; GMC, 2020) [2]. The second paper on conflict of interest addresses two key
aspects of this thesis: the evolution of the common law standard of informed consent in the
UK and the interpretation of disclosable material risk through an examination of the relevant
case law and guidelines [2]. It is argued that, despite advances in legal standards, such
changes have been slow to influence medical practice and so informed consent processes
remain skewed towards the paternalistic in many areas [2][3]. This premise is supported by
a 2021 study from Kennedy and colleagues which examines consent standards on labour
wards. They found that “...uncertainties and ambiguities in consent practice...sometimes
falls short of legal and professional requirements...” (Kennedy et al., 2021: 150). These
findings were recently confirmed by the Ockenden Report which exposed maternity failures
at The Shrewsbury and Telford NHS Trust and outlined essential action to “...ensure women
have ready access to accurate information to enable their informed choice of intended place
of birth and mode of birth, including maternal choice for caesarean delivery...” (Ockenden,
2022: 211). Whilst it is recognised that obstetrics is a complex and challenging area of
practice, similar findings were also described in relation to surgical consent by Ricketts and
colleagues (2019). In their 2019 review of the literature, the authors concede that
“...[a]necdotally, the number of ‘lack of consent’ claims against doctors has gone up in the
past two years...” and surgeons are probably obtaining consent with a “...sense of unease...”
(Ricketts et al., 2019: 44). As will be explored, perhaps such unease could be attributable

to the evolution of the current legal standard which may have created ambiguity [2].

4.2 Evolution of a Legal standard

For adult patients with capacity — that is, the ability to understand and process information
to make a reasoned decision - the law is clear that consent must be obtained prior to
treatment, however the requirements of such content have long been the subject of judicial
analysis, particularly in relation to how much information a patient needs to reach such a

decision (see Devi v West Midlands RHA [1980] C.L.Y 687) [2]. In 1957, the Bolam test
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was established so that a practitioner would not be deemed negligent in treatment selection
or information disclosure if their actions were in ““...accordance with a practice accepted as
proper by a responsible body of medical men skilled in the particular art...” (Bolam v Friern
Hospital Management Committee [1957]: 587). Arguably, this ruling excluded patients
from meaningful decision-making - an issue that Lord Scarman sought to address in the
subsequent case of Sidaway v Board of Governors of the Bethlem Royal Hospital [1985] AC
871 when he proposed that disclosable information be determined by a “reasonably prudent
patient standard” (800). He was, however, in the minority. Lord Templeman perceived the
practitioner’s duty of beneficence to outweigh the patient’s right to be given “...all [of] the
information...” about a proposed treatment, however information should be disclosed if a
patient asked the relevant questions. Lord Bridge considered that practitioners should inform
patients of “...substantial risk of grave and adverse consequences...” (Sidaway v Board of
Governors [1985]: 904; 900). In adopting a ‘reasonably prudent doctor’ standard, Lord
Diplock distinguished himself from the patient masses as he explained that a judge would
want the “...right to decide [what is] done to [their] body...[and] to be fully informed of any
risks...” whilst patients need not have access to such information (Sidaway v Board of
Governors [1985]: 895; 897) [1][2]. The issue of information disclosure was revisited in
Pearce v United Bristol Healthcare NHS Trust [1998] 48 BMLR 118 - although an
unsuccessful case, it was an early attempt to refine the parameters of disclosable risk by
introducing terminology such as ‘Significant’ risk and ‘the [judgement of the] reasonable
patient’ (124). A full account of the interceding case law is provided in paper two, however,
it was not until the 2015 judgement in Montgomery v Lanarkshire, that disclosable risk was

defined according to a test of materiality (81) [2].

4.3 Montgomery and Beyond
The Supreme Justices in Montgomery v Lanarkshire [2015] revisited the judicial reasoning

in Sidaway v Board of Governors and rejected the “profoundly unsatisfactory” majority
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view that placed a burden upon patients to ask the correct questions (Montgomery v
Lanarkshire [2015]: 58; Sidaway v Board of Governors [1985]: 886). They also rejected the
notion of a “substantial” risk standard recognising that decision-making involves
consideration of other, non-quantifiable factors (Montgomery v Lanarkshire [2015]: 45, 58).
They differentiated between the adjectives “substantial” and “significant”, explaining they

13

have “...different shades of meaning...” with the latter being to more appropriate term
(Sidaway v Board of Governors [1985]: 900; Montgomery v Lanarkshire [2015]: 66). They
clarified that significant risk is embedded within the wider concept of material risk as they

outlined the new legal standard:

An adult person of sound mind is entitled to decide which, if any, of the available
forms of treatment to undergo, and her consent must be obtained before treatment
interfering with her bodily integrity is undertaken. The doctor is therefore under a
duty to take reasonable care to ensure that the patient is aware of any material risks
involved in any recommended treatment, and of any reasonable alternative or variant
treatments. The test of materiality is whether, in the circumstances of the particular
case, a reasonable person in the patient’s position would be likely to attach
significance to the risk, or the doctor is or should reasonably be aware that the
particular patient would be likely to attach significance to it (Montgomery v

Lanarkshire [2015]: 87).

This new test of materiality considers both a reasonable person standard and the needs of a
particular patient. According to UK law, the ‘reasonable person’ is “...the man on the
Clapham omnibus...” - a theoretical representation of the ordinary man with reasonable
judgement (McQuire v Western Morning News [1903]:109). Whilst the Supreme Court
Justices referred to this standard during their judicial reasoning, they appear to have instead

adopted a collective version of this rule which may reflect the opine of ‘passengers on the
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Clapham omnibus’ [2]. Lords Kerr and Reed clarify that “...no woman would, for
example...likely [be willing] to face the possibility of a fourth-degree tear, a Zavanelli
manoeuvre or a symphysiotomy with equanimity...” (Montgomery v Lanarkshire [2015]:
94). This ‘collective’ view of women appears to mark a departure from the individual
reasonable man standard. Furthermore, Baroness Hale considers a collective analysis of
‘mothers’ when she describes the “...risks that any reasonable mother would wish to take
into account ...in order to balance said risks against benefits in relation to each
eventuality...” (Montgomery v Lanarkshire [2015]: 121) [2]. Paper two argues that this
‘collective’ reasonable person standard could, potentially, facilitate the use of empirical

evidence in court to address questions of materiality and causation [2].

The issue of materiality has been explored in the cases that followed Montgomery v
Lanarkshire [2015]. In A v East Kent Hospitals University NHS Foundation Trust [2015]
the Court of Appeal considered negligent non-disclosure of the material risk of restricted
intra-uterine growth being linked to chromosomal abnormality. Ultimately, Justice

Dingemans considered the risk to be:

‘theoretical’, ‘negligible’ or ‘background’, which in percentage terms is less that 1
in 1,000 [and so there was] ... no need to discuss this risk with Mrs A and in any
event any reasonable patient, and Mrs A, would not have wanted to know about it
and would have ignored it in the same way that she had ignored the residual

background risk of Down’s Syndrome... (A v East Kent [2015]: 69).

However, the Justices in Montgomery clearly sought to emphasise that material risks cannot
be “reduced to percentages” as material risk is both “...fact sensitive, and sensitive to the
characteristics of the patient...” - an acknowledgement that patients are entitled to take

“...[their] own values, [their] own assessment of the comparative merits [...of a
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treatment...J...”" into account (Montgomery v Lanarkshire [2015]: 87, 89:115) [2]. Whilst
the East Kent ruling potentially marked an early departure from the Montgomery standard,
the 2017 case of Webster v Burton upheld Montgomery’s assertion that risk should not be
reduced to percentages (A v East Kent [2015]; Montgomery v Lanarkshire [2015]; Webster
v Burton [2017]). The court heard that despite ultrasound indications of polyhydramnios
(excess amniotic fluid) there was negligent management of Ms Butler’s pregnancy and a
failure to offer an early induction of labour which could have avoided the subsequent
umbilical cord compression and hypoxic brain injury sustained by her baby (Webster v
Burton [2017]: 11; 2). Lord Justice Simon clarified that the Montgomery standard holds that
assessment of risk cannot be reduced to percentages and, as such, Ms Butler should have
been informed of “...emerging but recent and incomplete material showing increased risk
of delaying labour in cases with this combination of features...” (Webster v Burton

[2017]:29; 40).

The influence of the judicial reasoning in Montgomery cannot be understated - not only did
it redefine the legal duty to give greater respect to patient autonomy but, in doing so, it placed
a duty upon practitioners to get to know the ‘particular’ patient (Montgomery v Lanarkshire
[2015]: 81) [2]. This can be seen in the way material risk is interpreted to facilitate
consideration of the “...significance of a given risk...” in terms of the “...nature of the risk,
the effect which its occurrence would have upon the life of the patient, the importance to the
patient of the benefits sought to be achieved by the treatment, the alternatives...”
(Montgomery v Lanarkshire [2015]: 89). However, in paper two, it is argued that this is not
necessarily reflected in current guidance from the GMC which may, inadvertently, promote
a paternalistic interpretation of the legal standard in advising practitioner to inform patients
of the “...recognised risks of harm...” that they, the practitioner, believe “...anyone in the

patient’s position would want to know...” (GMC, 2020: 15) [2]. If interpreted as a

requirement to disclose only the information that the practitioner believes that a patient need
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know, then the guidance not only falls short of the legal standard, but may also fail to
“..treat [...patients...] so far as possible as adults who are capable of understanding that
medical treatment is uncertain of success and may involve risks, accepting responsibility for
the taking of risks affecting their own lives, and living with the consequences of their
choices...” (Montgomery v Lanarkshire [2015]: 81) [2]. Such insufficient interpretations
of the legal standard facilitate imbalance in the practitioner-patient relationship that is
propagated by exclusionary forms of solidarity as described in paper one [1]. By instead
adopting an inclusive approach to the practitioner-patient relationship — incorporating
themes of conjoint solidarity and relational autonomy [1] — these interpretations of the legal
standard may be improved. Papers two, three and four consider the parameters of
‘materiality’ in relation to disclosable risk and question whether interpretations should be
expanded to potentially improve patient care. These papers also acknowledge that the
subsequent case of Duce v Worcestershire NHS Acute Hospitals Trust [2018] EWCA 1307

determined that medical consent would now be interpreted as a two-staged process:

First stage: The duty of care required in treatment selection is determined according to a
test of professional judgement (Bolam v Friern Hospital Management Committee
[1957]).

Second stage: The duty of care required in disclosing information is according to a test

of materiality (Montgomery v Lanarkshire [2015]).

This ruling restrained Montgomery’s aim for greater patient-centricity and determined that
matters of treatment selection remain subject to the traditionally paternalistic Bolam test
(Montgomery v Lanarkshire, [2015]; Bolam v Friern Hospital Management Committee,
[1957]: 583; Devaney & Holm, 2018) [2]. This is a pertinent distinction as, in paper three,
it is argued that the Bolam test standard facilitates exclusive epistemic solidarity amongst

healthcare practitioners that may undermine healthcare outcomes, particularly in relation to
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treatment (Bolam v Friern Hospital Management Committee [1957]) [1][2]. As already
emphasised, the pelvic (vaginal) mesh inquiry is a key example of how a disregard for
patients’ epistemic value during treatment selection may not be conducive to positive
healthcare outcomes. As will be touched upon in Section 5.1, had patient concerns over
mesh been heeded then implantation may not have been deemed best practice and fewer
patients may, ultimately, have been maimed by the devices (Bolam v Friern Hospital
Management Committee [1957]) [3]. Finally, it is of note that the decision in Duce v
Worcestershire [2018] has further contributed to the ongoing judicial ‘toing and froing’ on
informed consent standards which have created uncertainty amongst the medical profession

over informed consent requirements in practice [2].

5. Theme lll: Proposals for Improving Interpretations of Consent to Ensure
Patients are Engaged and Informed

Having outlined the deficiencies in the practitioner-patient relationship and of the
deficiencies in legal and policy interpretations of informed consent, this thesis now turns to

outline the potential solutions presented within this body of research as follows:

» First, consideration will be given to rebalancing the practitioner-patient dynamic through
mutual persuasion, a practical application of conjoint solidarity and relational
autonomy [4].

« Secondly, suggestions will be made on how to improve the first stage of consent in line
with the prevailing Bolam standard (Bolam v Friern Hospital Management
Committee [1957]: 582) [3].

« Finally, enhanced interpretations of material risk are considered in relation to

information disclosure as a means of improving patient awareness of risk [2][3].
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5.1 Rebalancing the Practitioner-Patient Dynamic

Paper four considers how to rebalance the practitioner-patient relationship. It examines the
lack of trust in relation to vaccine hesitancy - defined as “...the reluctance or refusal to
vaccinate despite the availability of vaccines...” - and concludes that a model of mutual-
persuasion may present a solution (World Health Organisation (WHO), 2019) [4]. It
explores parental consent to childhood vaccination - which often falls to those with parental
responsibility - and considers how the process of shared decision-making can be enhanced
through mutual persuasion to tackle vaccine hesitancy and underlying misinformation
(Family Law Reform Act, 1969) [4]. As a form of prophylactic treatment, vaccination
presents a unique challenge in developing trust as it aims to prevent future disease rather
than treat existing illness. This means that the risk of side-effects, rather than disease, are
often forefront. Vaccination represents one of the greatest achievements in medical science,
having eradicated diseases such as Smallpox, yet has long been associated with suspicion
(Williamson, 1984). However, Andrew Wakefield’s now disproven and retracted study that
linked the combined Measles, Mumps and Rubella (MMR) vaccine to Autism and Crohn’s
Disease has had lasting effect and has contributed to prevailing vaccine hesitancy amongst
parents (Wakefield et al., 1998; Williamson 1984; Gayle 2019; Hardt et al., 2013). It has
been suggested that vaccine hesitancy may also be attributable to a more generalised lack of
trust in the medical profession and, according to Lalumera (2018) patients may perceive
practitioners as being solely in pursuit of their own “...hidden agendas [other] than public
health, such as achieving benefits from Pharma companies...” (20). Whilst some have
argued that a vaccine mandate could provide a solution, paper four recognises that improving
standards — and indeed interpretations - of informed consent could present a more sustainable
solution by addressing these underlying causes of vaccine hesitancy such as misinformation
and mistrust (Walker, 2019) [4]. To this end, a model of ‘mutual persuasion’ is proposed to

re-balance the practitioner-patient dynamic [4].
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According to MacLean (2006) the pre-Montgomery legal standard of informed consent
simply involved a duty to bestow information on the patient, that “...effectively abandon/ed]
the patient to his or her fate...” (328). He proposed that respect for autonomy requires an
attempt be made to challenge an “...apparently irrational decision...” through a process of
‘persuasion’ that would allow the practitioner to challenge apparently irrational choices
(MacLean, 2006: 331). Whilst, at law, there is no requirement for adults with capacity to
make rational decisions, there is a requirement that patients fully understand the information
given to them. According to MacLean (2006), by actively challenging irrational decisions,
practitioners can ensure patients have sufficiently understood information. Persuasion is
employed, not as a means of coercion, rather as a means of engagement and so, in this way,

it can also be used to tackle vaccine misinformation whilst autonomy is upheld [1][4].

This approach is presented as a having several advantages. Ensuring patients understand
the information presented to them is a necessary consideration for consent to be legally valid.
It can simultaneously provide patients with an opportunity to ask questions or even persuade
practitioners of their perspective (see Montgomery v Lanarkshire [2015]: 90) [4]. It is
anticipated that mutual persuasion could promote greater depth of engagement between
patients and practitioners which can help to improve the practitioner-patient dynamic and
build trust [4]. As will also be addressed in Theme 111, mutual persuasion also provides an
opportunity to consider societal risks and benefits associated with vaccination as part of the
decision-making process [4]. Therefore, the incorporation of mutual persuasion into shared
decision-making can also serve to align relational autonomy with the principles of conjoint
solidarity outlined in ‘Theme I’ [1][4]. By doing so, it raises patient awareness of social
benefit and so may encourages patients and practitioners to adopt a duty to assist in attaining
improved vaccination outcomes [1][4]. It could also have facilitated greater pooling of
information between practitioner and patients in relation to the use of pelvic (vaginal) mesh,

which could - arguably - have averted the ongoing use of mesh that maimed so many patients
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[3]. Paper four outlines supportive measures that may facilitate this approach, such by
improving patient access to trained healthcare practitioners (NHS Digital 2018) [4].
Investing time in supported decision-making can not only improve standards of informed
consent but may also build trust, set more realistic patient expectations, and so enhance
treatment compliance — all of which may improve outcomes and save time in the long-term

(Graham et al., 2015; Frampton et al., 2017).

5.2 Improving the First Stage of Consent: Patient Input into Treatment
Selection

As identified in Theme I, the case of Duce v Worcestershire NHS [2018] established that
matters of treatment selection remains subject to a test of professional judgement. Paper
three first explores the impact this might have on treatment selection standards by exploring
the pelvic (vaginal) mesh inquiry and recommends a more inclusive approach to the first
stage of consent be adopted [3]. Polypropylene mesh was first used in the treatment of
abdominal herniae and, following a clinical trial that was heavily influenced by mesh
manufacturer Ethicon, mesh was indicated for pelvic implantation in the treatment of stress
urinary incontinence (SUI) and, subsequently, ‘pelvic organ prolapse’ (POP) (IMMDSR,
2018: 15-31; Gornall, 2018). Despite ongoing concerns over the efficacy of the treatment,
it was rapidly adopted into practice as a quick and cheap alternative to the pre-existing
treatment available. Patient concerns were disregarded so that the harmful practice
continued for decades which indicates that qualitative evidence that is patient-based could
have future utility in determining treatment standards (Cumberlege Report, 2020). Paper
three, therefore, argues that had patient reports of complications been acknowledged earlier,
then mesh implantation would not have been considered best practice [3]. Support is given
to this argument by consideration of Bolitho v City and Hackney Health Authority [1996]
All ER 771 which determined the Bolam test to be subject to additional considerations of

logic and reasonableness, so that evidence-based practice may now be adopted to support a
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test of professional judgement (243; Bolam v Friern Hospital Management Committee
[1956]: 587) [2][3]. Evidence-based practice involves consultation of academic literature
and clinical trial data to determine the best standard of care however such evidence may be
subject to conflict of interest that may adversely affect such recommendations (Mulheron,
2010) [3]. This was case for the European Re-vascularisation Guidelines which set the
standards of best evidence-based practice (Neumann, et al., 2019; Stone, et al., 2019) [2].
The industry-sponsored study that underpinned the guidance recommending stent use had
actively suppressed data that found stents to be associated with 80% higher mortality rates
(Cohen & Brown, 2020) [4]. Paper three, therefore, considers the value of patient-based
evidence as a means of potentially mitigating against such evidential bias [3]. Whilst such
qualitative evidence is often disregarded by practitioners in favour of quantitative data,
patient-based evidence is increasingly used by organisations such as the National Institute
for Clinical Excellence (NICE) (Sharma et al., 2015). It is therefore proposed that the
limitations set by the prevailing Bolam standard be mitigated against by incorporating
patient-based evidence (Bolam v Friern Hospital Management Committee [1957]: 587) [3].
This approach, which is reflective of concepts of conjoint solidarity and relational autonomy,
pays recognition to the epistemic value of patients and could also help buffer against the
financial bias addressed in paper two by consulting patient feedback on the success or

failures of treatments [1][3].

5.3 Improving the Second Stage of Consent: Expanding Materiality

As outlined in Theme 11, the introduction of a materiality standard in determining disclosable
information for the purposes of informed consent marked a substantial shift towards greater
patient-centricity, however the parameters of what constitutes material risks have not been
fully tested by the courts through test cases (Montgomery v Lanarkshire, [2015] at 81).
Papers two, three and four explore the boundaries of materiality and make suggestions for

improved interpretations of materiality that may be beneficial in improving healthcare
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outcomes. Research suggests that where patients are fully informed of risks through a
process of shared decision-making, outcomes are more likely to be improved (Frampton et

al., 2017).

5.3.1. Potent Financial Interests as Material Risks. Paper two recommends
that material risk should be expanded to incorporate potent financial conflict of interest.
Materiality is explored by way of a critical analysis of the case law to explore concepts such
as ‘significant’ and ‘material’ risk, and the ‘reasonable person’ and ‘particular patient’
standards [2]. On such grounds, the paper then challenges current GMC guidelines, which
influence practice, as being deficient interpretations of the legal standard (GMC, 2020). It
reasserts that the practitioner, in establishing materiality, should actively engage in dialogue
with individual patients in order to determine their respective values in line with the
particular patient stipulation of Montgomery v Lanarkshire [2015]) [2]. It is argued that the
legal interpretations of material risk are broad, and patterns of judicial reasoning suggest of
a move towards recognition of majority views on reasonableness which could see empirical
evidence playing a greater role in questions of materiality and causation in future (Spece and
colleagues (2014). The paper concludes that potent financial interests — those which have a
detrimental impact upon practice and are associated with erosion of trust — should be

considered disclosable material risks [2].

5.3.2. Long Term Risks from Implants as Material Risks. Paper three
recommends that disclosable risk should be expanded to consider the risk inherent to medical
device implantation. It argues that risk disclosure has traditionally focused upon the
immediate risk inherent to the surgical procedure - such as the risk of infection or rupture
which could be addressed during the peri or post-operative periods — and not the long-term
risk of device-induced tissue erosion (IMMDSR, 2018; AH v Greater Glasgow and Clyde

NHS [2018] CSOH 57). Whilst it is accepted that practitioners may not have known of the
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long-term risks of mesh implantation — and that in law practitioners cannot be expected to
inform patients of unknown or unforeseeable risks - it is argued that unknown risk was
foreseeable when implanting a device without long-term data to support its permanent use
(Duce v Worcestershire [2018] at 43; Campbell et al., 2018). It is recommended that the
risk disclosure be more widely interpreted to include longer term risks deriving from
implantable devices, or indeed unknown risks associated with innovative treatment
proposals [3]. In this way, patient autonomy can be upheld so that they are afforded the

opportunity to decide whether, or not, to incur such risk.

5.3.3. Individual and Societal Material Risks in Public Health. Paper
four also makes recommendations in relation to both material risks and benefits of
vaccination. In adopting a model of mutual persuasion that can “...appeal to ...self-
interest... /or a] sense of social obligation ...or both...” it is suggested that disclosure of
vaccination benefits relate to both the individual and collective immunity (Bell et al., 2010:
853) [4]. This approach also reflects threads of conjoint solidarity and relational autonomy
[1]. In relation to material risk, it is suggested that, alongside the risk of side-effects, the
risk of not vaccinating also be discussed [4]. This would include the risk of disease posed
to the individual and the wider risk posed to the most vulnerable in society. It is anticipated
that expanding upon the interpretation of materiality to incorporate a collective, societal
perspective can challenge vaccine misinformation and promote conjoint solidarity’s duty to
assist in promoting improved healthcare outcomes by tackling vaccine-preventable disease
[1][4]. By interpreting materiality in its broadest sense, it is anticipated that trust in the
practitioner-patient relationship be rebuilt - a factor associated with improved healthcare

outcomes (Graham et al., 2015; Frampton et al., 2017)
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6. Conclusion

This body of research considers the interplay between the practitioner-patient relationship
and standards of informed consent. Themes of exclusion, othering, and dehumanisation are
explored in relation to the practitioner-patient dynamic and are linked to poor healthcare
outcomes. A new approach involving conjoint solidarity, relational autonomy and relational
justice is proposed to rebalance and enhance this dynamic. The evolution of case law
pertaining to informed consent is also addressed and deficiencies identified. Three key
recommendations are made to improve interpretations of informed consent in the UK. First,
that the practitioner-patient dynamic should reflect an inclusive and collaborative
partnership that can serve as a vehicle to improve - not only standards of consent - but overall
healthcare outcomes. Secondly, that patient-based evidence be afforded greater value when
analysing treatment suitability to be more inclusive of patients. Finally, that material risk
for the purposes of informed consent be interpreted more broadly. This, it is argued, will
improve engagement, build trust, and potentially mitigate against the kind of harms that have

been witnessed in the past.
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Abstract

Solidarity remains an ambiguous concept despite the long political tradition pertaining to
concepts of fraternity, togetherness and collective values or goals. In healthcare ethics, it
has been under-explored, perhaps due to the perception that it opposes individual autonomy.
However, even where autonomy is interpreted as a liberal construct, the solidaristic act may
be borne out of free choice, rather than stand in opposition to it. To complement the existing
scholarship, the concept of ‘conjoint solidarity’ in healthcare, is proposed. Conjoint
solidarity may be defined as ‘the shared goal of all healthcare stakeholders (encapsulating
all healthcare professionals and service users) to accept or adopt a duty to assist one another
to achieve improved healthcare outcomes.” The practical application of both medical
autonomy and conjoint solidarity is through the process of shared decision making. An
epistemic approach may be applied to ‘pool information’ from healthcare professionals and
patients to determine what improved healthcare outcomes are. This collective approach may
also serve to address healthcare issues such exclusion, othering, paternalism, and conflict of
interest. Furthermore, in extending this relational approach to justice, consideration may be
given to how improved healthcare may be attained in a manner which allows patients to also
play their part. To this end, medical autonomy, conjoint solidarity, and relational distributive
justice may be considered inter-dependent constructs which, when fully utilised, may help
improve healthcare.

© Jennifer O’Neill, 2021



TOWARDS CONJOINT SOLIDARITY IN HEALTHCARE

1. Introduction
There is little consensus upon a definition of solidarity which been described as a valuel, a
principle of social morality? and a moral duty.® It may be a ‘prescriptive’ call to action or a
‘descriptive’ norm.* The various conceptualisations of solidarity do, however, incorporate
similar features such as fellowship or shared bonds®; the shared goal or commitment; the
commonality of purpose® and the idea of reciprocity which distinguishes the solidaristic act
from one of charity or altruism. However, solidarity is not to be confused with reciprocity
and its associated expectation of receiving in return.” Nor is it to be equated with purely
emotive concepts such as empathy.® Instead, solidarity may be considered a normative moral
obligation®, or the rational choice to provide and receive support.’® Interpretations of
solidarity vary to such an extent that solidarity can be used to argue opposing sides of the
same argument, yet irrespective of application there is often a preconception that solidarity
refers to collective good in a way that is contrary to individual rights of autonomy.!
Similarly, the pooling of collective resources through acts of solidarity may be considered
to oppose the principle of distributive justice and its focus upon equality and individual rights
in relation to subsequent resource allocation. This paper proposes a new concept of
solidarity in healthcare to contribute to current scholarship and debate by tackling such
misconceptions and by addressing concerns such as exclusion and othering that may arise
from exclusive forms of solidarity as applied to the healthcare setting. This will be addressed
through the proposed model of conjoint solidarity, defined as ‘the shared goal of all
healthcare stakeholders (encapsulating all healthcare practitioners and service users) to
accept or adopt a duty to assist one another to achieve improved healthcare outcomes.’ It

will be argued that the inclusive nature of conjoint solidarity, which is founded upon a shared

! Dawson A & Jennings B. (2012). The Place of Solidarity in Public Health Ethics. Public Health Rev. 34:65-
79.

2 Sass H.M. (1992). Introduction: The Principle of Solidarity in Health Care Policy. J Med Philos. 17, 367-370.
8 Scholz SJ. (2015) Seeking Solidarity. Philos. Compass. 725-735, DOI: https://doi.org/10.1111/phc3.12255.
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144,
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common goal of improved healthcare, will serve to demonstrate how autonomy, solidarity

and justice are, as relational constructs, not only intertwined but interdependent.

2. SOLIDARITY

2.1 Origins and Modern Conceptualisations of Solidarity

Solidarity can be traced back to antiquity when the basic social unit of Ancient Greece, the
oikoc,'? came to signify the bonds that united those with a shared commitment to one
another.'® Aristotle’s writing on @ikio (friendship) also referred to early forms of solidarity
whereby “...citizens experience friendship with each other in that they wish each other
well...and do things for each other even though they do not know each other”** Notably, in
this early guise of ¢iMia, an interdependence between the shared interests of solidarity
and the self-interested individual is recognised, which is pertinent to the modern
debate on the compatibility of solidarity with individual autonomy as will be
addressed later. According to Aristotle, man must first care for his own self-interest
before he can care for the shared interests of the collective - an early nod to the
interdependence of between individual autonomy and collective solidarity.!®
Etymologically, solidarity appears to stem from the Roman Law of obligations whereby
rights held by common debtors to repay a shared obligation were characterised as obligatio
in solidum.*® This early notion of in solidum encapsulates a conjoint legal duty incumbent
on individuals to repay debt and, whilst under Roman law patria potestas refers to patriarchal
rather than autonomous rights, the concept of in solidum holds at least some pertinence to
modern solidarity.” Solidarity has also been explored in theological ethics as a cohesiveness
amongst believers. Whilst not expressly mentioned in Old or New Testament, it is a central
form of Catholic virtue!® pertaining to the moral obligation to assist others which recently
formed the basis of Vatican guidance for the uptake of the COVID-19 vaccine as an
expression of public health solidarity.!® Solidarity has also been widely explored as a

2 Roy J. (1999),‘Polis’ and ‘Oikos’ in Classical Athens. Greece Rome. 46(1), 1-18.

13 Smith C., & Sorrell K. (2014) On Social Solidarity. In: Jeffries V. (eds) The Palgrave Handbook of
Altruism, Morality, and Social Solidarity. New York: Palgrave Macmillan, p222.

14 Jang M. (2018). Aristole’s Political Friendship (Politike Philia) as Solidarity’. LAPS. 12, 417-433.

15 1hid.

16 Bayertz. op. cit. note 10.

17 Britannica Encyclopaedia. (2016) ‘Patria potestas’ Available at https://www.britannica.com/topic/patria-
potestas. Accessed on 12 April 2021.

18 Barbat C. (2015) A Catholic view of the ethic principle of solidarity. Consequences at the ethic-social
level. Procedia Soc Behav. Sci. 183, 135-140.

19 Ibid; Holy See Press Office. (29 December 2020). Note of the Vatican COVID-19 Commission in
Collaboration with the Pontifical Academy for Life “Vaccine for all. 20 points for a fairer and healthier
world”. Available at
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April 2021
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concept relating to political struggle.?® Emerging in the 17" century during the French
Revolution, notions of fraternité?* and solidarité?? were used to promote the national identity
which bound citizens together. By the late 19" century, the term solidarity itself gained
widespread traction and consideration, mainly by communitarians who considered the
collective need of society as that which should take precedence.? 2* One communitarian
variant was that of ethnic solidarity which arose alongside the rise of Nazism in the early
20th century?® 28 - the atrocities of which led to greater importance subsequently being placed
upon individual patient autonomy by way of the Nuremberg Code, which perhaps
contributed to the neglect of solidarity in the field of bioethics.?” It has also been suggested
that communitarianism grew further still, in response to the liberalism of Rawls’s influential

publication ‘A Theory of Justice’.?®

Therein, Rawls considered that in fashioning an
imaginary ‘veil of ignorance’ individuals would be unaware of any advantage or
disadvantage they held, thus creating a theoretical equal platform known as the ‘original
position’. He hypothesised that from this original position the most likely collective rules
which would be established were those that upheld principles of freedom, equal liberty, and
opportunity. Rawls describes this theory as an “abstraction [of] the familiar theory of social
contract”?® It has been suggested that whilst social contract theorists do not expressly
mention solidarity, they treat it as both “an empirical fact and a positive goal”.* Social
contract theory is based upon the premise that modern society was borne out of the collective
agreement of individuals to unite so as to overcome hardships encountered living
independently in a ‘State of Nature’. Accordingly, individuals voluntarily surrendered their
liberty to a governing authority in return for benefits. Rosseau considered social contract
theory to be based upon “mutual assistance” with equal individuals dependent upon the

collective for protection®® - a concept which arguably underpins the modern European

20 Schmale W. (2017). European Solidarity: A Semantic History, European Review of History: The rise of
European Solidarity in the Course of the Nineteenth Century. Eur Rev Hist. 24(6), 854-873.
doi:10.1080/13507486.2017.1345869

2L Gilbert J, Keane D. (2016) Equality Versus Fraternity? Rethinking France and its Minorities. Int J Const
Law. 14(4), 883-905.

22 Prainsack & Buxy, op.cit. note 7.

28 1bid.
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welfare state whereby citizens are dependent upon the governing authority for protection in
times of vulnerability.3? Collectively, Locke®®, Hobbes3* and Rousseau® proposed liberal
interpretations of social contract theory. Locke, for example, proposed that benefits deriving
from the social contract should include protection of individual rights of life, liberty, and
property.®®  To this end Hobbes suggests that social contract theory incorporates themes of
individualism, absolutism, and utilitarianism suggestive of compatibility between liberalism
and rational solidarity. 3" 3 The premise is that where solidarity is borne out of individual,
rational and deliberate choice to subscribe to a collective interest, rather than by way of
presumption, solidarity cannot oppose liberalism. Indeed, it could even be considered a
product of it. Hetcher also proposed that subscription to the solidaristic group (‘groupness’)
should be derived from individual rational choice to consume shared goods and subsequent
acceptance of associated rules and obligations. 3 More recently, Dean has proposed that
individual rational choice to act in solidarity, or comradery, should instead align with the
revival of communist ideals. Through acts of comradery, collective efforts are bound by the
“joy of committed struggle” *° to invoke individual discipline to undertake responsibilities
otherwise avoided. This is not considered by Dean to represent a threat to individual liberty,
as participation in comradeship is through voluntary choice which may have a “liberating
quality” in freeing the individual from ‘obligations’ of independence.*! In contrast to such
contractualism, Durkheim — through a substantial contribution to the scholarship -
considered solidarity as a principle extended to all humanity - a form of community cohesion
that may be categorised as either ‘mechanical’ or ‘organic’ solidarity according to societal
development. ‘Mechanical solidarity’ develops in societies whereby individuals are linked
by a feeling of sameness in relation to their roles or status in society. In contrast, ‘organic
solidarity’ - which is associated with more advanced societies - develops when individuals

with specialised roles develop a mutual reliance upon one another.*? This is perhaps most
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pertinent to the healthcare ‘society’ where a mutual reliance develops between specialised

members of the multidisciplinary team and patients with their own the epistemic value.

2.2 Modern Concepts of Solidarity in Bioethics and Healthcare

Whilst the liberalism of countries such as the United States may favour the promotion of
self-interested social models*®, the longstanding European solidaristic traditions of the 19™
century gave rise to the European welfare state.** #° The welfare state mandates national
insurance contributions from its citizens in return for state support, such as the provision of
public healthcare. Whilst it may be presumed that this would serve as a basis for subsequent
development of solidarity in bioethics and healthcare, solidarity remains a neglected concept
in this field*®, perhaps stifled by perceived difficulties in aligning solidarity with autonomy,
justice, and the perceived obligation to take some form of positive action to be deemed
solidaristic.*” The Nuffield Council on Bioethics commissioned Prainsack and Buyx to
undertake a systematic analysis of the literature pertaining to solidarity in bioethics in 2011
and they subsequently published the findings alongside their three-tier model of solidarity
applicable to bioethics. Such solidarity develops through the manifestation of commitments
across interpersonal, collective, and contractual levels. At the initial interpersonal level,
“...solidarity comprises manifestations of the willingness to carry costs to assist others with
whom a person recognises sameness or similarity in at least one relevant respect”. Only
once sufficiently strong levels of solidarity are established, can solidarity extend across
subsequent tiers. The second tier of solidarity is founded upon the “manifestations of a
collective commitment to carry costs to assist others” which may include acting in solidarity
to “help each other in times of need, support disease research or organise communal
healthcare” and may give rise to models of broad or presumed consent. The third tier relates
to manifestations of solidarity at contractual level, whereby there may be a legal duty to
share a collective burden - such as evidenced by the welfare state.*® Arguably, however,
models of solidarity which are founded upon recognition of “sameness or similarity**® may
exclude those perceived as different. Prainsack and Buyx provide the example of an

individual who may not support a gambler whereby they cannot recognise that particular
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vulnerability in their own psyche. In healthcare, however, such exclusion could potentially
impede care. In a recent publication Prainsack sought to address this by asserting that
«...similarities [should] weigh more heavily than ... differences”. However, solidarity that
is founded upon principles of sameness or similarity continues to present the risk of
exclusion of those who do not meet this pre-requisite.

Whilst a “willingness to carry costs” indicates an autonomous decision to engage in
solidaristic acts, Dawson and Jennings argue that costs are an unnecessary requirement of
solidarity. Instead, they propose solidarity should be a value, so entangled within our
morality that it is an inherent component of ethical decision-making. Their model of
solidarity calls us to ‘stand up beside’ one another - whether it be in sympathy or
understanding — to rectify disadvantage or injustice.>> Whilst there may be the potential for
associated negative consequences resulting from the act of standing alongside, this should
not equate to costs. The idea of costs — or obligations — is included in the model of healthcare
solidarity described by Davies and Savulescu (2019). They use their ‘rights and obligations’
model to argue that, to enjoy the right of healthcare access, patients should be obliged to
maintain a healthy lifestyle.>> Whilst such active obligations would likely affect all members
of society at some point, these are likely to disproportionately target the least healthy in
society — and therefore those most in need of healthcare - by way of fine or exclusion. Such
solidarity which penalises patients who fail to ‘conform’ may veer towards the paternalistic

and so may serve to undermine autonomy.

2.3 Exclusive Solidarity in Healthcare and the Risk of Othering

It is pertinent to explore the manner in which solidarity based upon collective similarities
can lead to exclusion before the case is made for conjoint solidarity that is inclusive of all
healthcare stakeholders. Exclusive solidarity is that which “...[restricts] the criteria for
inclusion and therefore solidarity to certain groups in the population.>® In this way, those
perceived as dissimilar are not included in the collective. Exclusion may therefore
perpetuate othering, the process that “serves to mark and name those thought to be different

from oneself”®* and may be used to describe “instances of perpetuating prejudice,
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discrimination, and injustice either through deliberate or ignorant means”.>® Othering is
widely explored in medical literature as a vehicle for discrimination against those with actual
or perceived dissimilarities, which may or may not include factors such as “gender, ethnicity
or age”.>® Exclusive solidarity that is based upon similarity within a diverse healthcare
setting can give rise to various forms of exclusion and othering which will create a

fragmented approach to healthcare.

Patients may develop solidarity with all other patients through a shared vulnerability, yet
this could mean that the healthy do not form strong bonds of solidarity with the sick — which
is fundamental to the ongoing support of many European healthcare systems.>” Othering
that arises from specific patient demographics® may also promote intergenerational tensions
and ageism, whereby the young fail to relate to elderly patient demographics, as described
by Ayalon’s commentary of the COVID-19 pandemic.”® Othering may also be directed
towards healthcare practitioners (HCPs) who are simply perceived as occupying a different

role or it may be founded on the grounds of age® or race.5!

Solidarity may also develop amongst HCPs themselves who may have shared experiences
of the rigors of training. Yet this form of solidarity may exclude different specialities of
HCP®2 or may lead to the othering of colleagues on the basis of sex or race.®® Such solidarity
may develop through the hardships of training, bringing the benefit of professional support
networks and access to training opportunities. Indeed, many medical schools actively

promote solidarity amongst their students through school-specific sports teams,®* events®®
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and buddy schemes® with the intent of developing the aforementioned support networks.®’
%8 Fear of exclusion from the collective can also lead to de-individualization of those within
it. As a result, members become less inclined to speak out® which can erode individual
virtue, accountability, and empathy. It is in this way that whistle-blowers or those with
differing views may be excluded, their actions or opinions viewed as different or as having
failed to uphold their obligation to support colleagues.”® "*  Zimbardo (2007) warns that in
such circumstances individuals may be become subsumed within the collective.”? This may
also lead to the perpetuation of self-interest within the collective. When this concerns a
subgroup — particularly a subgroup of HCPs - it could lead to conflict of interest. As aresult,
secondary interests, such as research interests or financial incentives, may supersede the

primacy of patient interests. This raises further concern for care outcomes.

Solidarity amongst HCPs themselves may also exclude patients as they become subsumed
within a collective that considers patients as dissimilar.”®  Kolers describes how
“...physicians are likely to identify with other doctors, even contrary to patients’ interests...”
as they are ““...much more likely to project themselves into the shoes of other physicians than
into those of patients or families...”.”* This is often built upon the common misconception
that patients are less knowledgeable or informed than doctors — a stance that fails to
recognise the epistemic value of the patient. This may further promote the idea that patients
represent a ‘dissimilar’ group.” ’® De Zulueta explains that “...doctors [may become]
immersed in the white-coated group of individuals...””’ that view patients as “...not [being]

one of us...”"® 7 - a process which can lead to disengagement and even de-humanization of
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patients which may inevitably fuel paternalism.®° 8! Such de-humanization® may also be
perpetuated by treatment of the disease rather than the patient which may be fueled by
dehumanizing®® descriptors such as ‘the appendix in room 1’ or ‘the oncology case from
yesterday’3* In addressing this worrying trend of subconscious dehumanization of the
patient, Karan warned that it can lead to the erosion of empathy 8 - a value shown to correlate
with improved outcomes including “...more accurate diagnosis and better care...”%,
improved patient engagement and overall job satisfaction.8”  The 2013 Francis Inquiry and
subsequent report into the systematic failings of Mid-Staffordshire NHS Foundation Trust -
whilst by no means representative of all healthcare — serves as an example of the effects of
patient dehumanisation. 8 The report revealed that damaging culture had developed which
put target-driven practice ahead of patient care.®® The report described how “...staff [had]
treated patients...with callous indifference...”® and, whilst it did not offer an ethical
perspective as to the aetiology of such collective behaviour, it did identify a shared
commitment to the achievement of Foundation Trust status. Arguably, this could have
provided the foundations for exclusive solidarity which subsequently led to the exclusion
and othering of those who did not share the commitment. The report suggests that HCPs
who did not share this commitment were also excluded — by being “...silenced, ignored or
intimidated...”® — as they sought to instead address poor care standards. The report
recommends that “...emphasis [should be put upon a] ... commitment to common values
throughout the system by all within it...”.%2 By recognising that there should be shared
commitment held by all those within the healthcare system, it stands to reason that solidarity

in healthcare must include patients and healthcare professionals (HCPs) alike.
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2.4 Towards a Conceptualisation of Conjoint Solidarity

Dean also argues for an inclusive form of reflective solidarity, which concerns the ““...mutual
expectation of a responsible orientation to relationship...”. °* From such responsibility
derives the ‘accountability’ to steer relationships towards inclusivity of others and to
reconsider collective boundaries of ‘us’ and them’ by incorporation of a third ‘generalised
other’ in relation to concepts of ‘we’.% In this way, a collective can give consideration to
others in a way that may be lacking in traditional conceptualisations of solidarity. This,
Dean proposes, creates the “...openness...[and] ... accountability...to grasp ...solidarity no
longer blocks us from difference, but instead provides a bridge between identity and
universality... ”.®  Similarly, Honneth’s ‘societal solidarity’ considers that individuals,
although different, share a value horizon from which societal solidarity derives.®
Differences of gender, religion or race are, therefore, recognised in such contemporary
constricts of solidarity. Rorty goes further to suggest that solidarity should be a dynamic
concept subject to continual self-renewal and reaction to overcome any differences by the
“...imaginative ability to see strangers, people as fellow sufferers... ”.%” Conjoint solidarity,
as a descriptive norm, proposes an alternative form of inclusive solidarity that — rather than
being based upon similarity or difference — is founded upon a shared goal. Central to the

foundations of conjoint solidarity is a relational interpretation of individual autonomy.

2.5 Bridging the Gap Between Solidarity and Autonomy

The proposed concept of conjoint solidarity shares an interdependence with relational
autonomy through the practical act of shared decision making. In healthcare, such shared
decision making supports informed consent - the practical facilitation of individual medical
autonomy. There is general consensus as to the centrality®® of individual autonomy in
Western healthcare and bioethics. Nonetheless, interpretations of autonomy are - in
healthcare and beyond — so subjective that as a principle, it can be used to argue opposing
sides of the same argument.®® In legal philosophy, for example, liberal autonomy may be

used to argue for individual rights of free speech, whilst relational autonomy is used to argue
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against hate speech.’® Autonomy, as etymologically interpreted from its Greek origins
means self-law, which originally pertained to the self-governance of the Greek polis or state.
It was Kant who first described moral autonomy in relation to individual self-governance
and the self-imposition of universal moral law upon oneself.l®* Subsequently, some
interpretations of autonomy have taken an individualistic approach whereby completely
“...self-sufficient, independent and ...self-realizing individual[s]... direct [their] efforts
towards maximising ... personal gains...” 2% However, this represents an atomistic form of
autonomy that considers the intrinsic metaphysical identity to be independent of, and isolated
from external relationships, culture or society. It is to this end that individualism is refuted
as a valid interpretation of autonomy by Baier, who holds the position that autonomy cannot
possibly be truly independent as external influences shape individual development.®® It is
also important to distinguish between individualism and the concept of ‘self-interest’ in
moral theory®. Individualism holds that individuals are the «...ultimate point of reference
of moral obligations...[whilst] collective entities such as nations, peoples [and]
societies....cannot fulfil this function”.*% Notably, self-interest need not necessarily exclude
external considerations such as “...nations, peoples and societies...”.1% In Nicomachean
Ethics, it was Aristotle’s view that individuals should primarily pursue their own
eudaimonia.’®” Often confused with ‘happiness’, the pursuit of eudaimonia is more in line
with upholding one’s own self-interest or well-being than the emotion of happiness. Such a
form of normative egoism is, however, “...a more sophisticated phenomenon than first meets
the eye”.1® 1t is not to be confused with the self-indulgence of hedonism, nor the self-
absorption of egotism. By distinction, the safeguarding of individual self-interest in the
pursuit of Aristotelian eudaimonia should incorporate virtue ethics.'® A virtuous decision

in pursuit of eudaimonia should, therefore, consider virtues such as friendship, justice and
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prudence and in doing so, take the interests of others into account.!? 11 McKerlie clarifies
that ...in acting to achieve my own eudaimonia [or self-interest] I will in fact be acting in
ways that benefit other people...”.!*?  Of the cardinal virtue of prudence, Aquinas described
how the individual “...first deliberates and consults others, seeking the best means and
circumstances necessary to act honestly and correctly...”!*® before reaching a decision.

Ferrari also clarifies that;

true individual prudence cannot exist in the mere pursuit of private interest
but implies taking care of the social dimension as well...[therefore]...[m]ere
egoistic behaviour is short-sighted rather than prudent, ... it implies a wrong
understanding of the individual himself/ herself, deprived of the network of

relationships which permits him/her to flourish.1*

The fulfilment of self-interests, therefore, “....is not possible in isolation, but needs a
community ... [and in turn] the community ... without the individual’s active contribution ...
cannot maintain and improve itself”.**> Aristotle also goes further to consider that virtuous
activity may also require “...sacrifice for the sake of others...” —a concept not dissimilar to
that of solidarity.'*® To this end, the fulfilment of individual self-interest in healthcare
through individual rights of autonomy can be said to align with solidarity, rather than to
oppose it. However, as previously explored, self-interested exclusive forms of solidarity
can pose problems in healthcare. It is for this reason that the inclusivity of conjoint solidarity
presents a vehicle for the collective pursuit of eudaimonia, or well-being through the shared

goal of improved healthcare outcomes.

Notably, liberals take a more fundamental view of atomistic autonomy that is further
grounded in concepts of ‘self’. In political theory, liberal autonomy represents a negative
right that should not be infringed upon by wider societal institutions. John Stuart Mill’s ‘On

Liberty’, considers autonomy to be “...one of the central elements of well-being...”, upon
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which the individual self can flourish.}'’ 118 Both Kantian self-governance and Rawlsian
liberalism are rooted in conceptualisations of autonomy pertaining to the rational, self-
legislative capacity of persons. Kant aligns morality with rationality by recognising
individuals as free moral agents — a requirement thought unnecessary by contemporaries
such as Dworkin.!® 120 For Kant, a moral action is not that which is influenced by human
“...desires, appetites, wants and interests... ” but the “...higher authority...” of rationality.
He further asserts — by way of his Categorical Imperative - that individuals must act “...only
on that maxim which you can at the same time will be to a universal law... ” and in doing so
adds the caveat that autonomous decisions should be reasonably applicable to all.1?* 122
According to Rehg, Kant portrays “... a universal moral community...”, membership of
which “...constitutes a real social bond that enables harmonious cooperation in everyday

«

life”.12  Such ‘membership’ can promote a ““...commitment to...cooperation...[which is]
grounded in the mutual recognition of the dignity of persons capable of autonomy..” 1% In
this way, autonomy that recognises the moral community can be both rational and
relational.*?®> Rawls takes a differing approach by considering political liberty to be subject
to the requirement of ‘endorsement’. According to Rawls, liberty is only justifiable,
legitimate and valid, so long as it is acceptable to the individuals it affects, and institutions
are only valid if endorsed by individuals subject to their power.*?® It may therefore be said
that Rawlsian liberalism is also grounded in a relational ‘social contract’ that is also pertinent
to Kantian self-governance.’?” Both Kant and Rawls acknowledge that interpretations of
autonomy — and even liberalism — require a social dimension. Furthermore, the social
dimension of autonomy can also apply when interpreted as a normative concept of self-
realization. Whilst Aristotle considers the self-realisation of autonomy to be a normative
concept, Meyers instead argues that autonomy is a competency encompassing various
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Accordingly, Wolf —in building upon Kantian constructs of autonomy - considers normative
competence, or capacity, to be a central requirement of autonomy.**! Autonomy is also
“...understood as the capacity for rational self-regulation... "**? according to Korsgaard.
Such capacity or competence to make decisions is, as Meyers proposed, influenced by social
interaction.’3® This is reflected in the medico-legal interpretation of autonomy whereby the
capable adult — or indeed, the competent child of sufficient maturity or understanding®* -

can exercise rights of medical autonomy through informed consent.

Relational autonomy as a concept in its own right has developed in the field of feminist
ethics and may be defined as the “...shared conviction...that persons are socially embedded
and that agents’ identities are formed within the context of social
relationships... [and] ...shaped by a complex of intersecting social determinants, such as
race, class, gender and ethnicity... 7. 13 This alternative, societal interpretation of selfhood
and autonomy considers that relations with others actually shape our being, and therefore
influence self-governance, rule or determination in relation to autonomy.** It proposes that
the very values that individuals hold as their own are derived from their environment.**’
Links to society and societal identity - whether they relate to race, culture or religion -
subsequently shape individual identity and so have a bearing upon autonomous decision-
making.®® In terms of medical autonomy, the patient’s autonomous decision is reliant upon
information they obtain from HCPs. Indeed, MacLean argues that the way in which
information is given to patients can shape their views and subsequently influence
‘autonomous decision making’.  To this end, MacLean proposes that in order to fully
facilitate patient autonomy a truly relational approach is required.®® This involves an
engaging dialogue rather than an advisory monologue to afford patients and HCPs the
opportunity to persuade and challenge one another so as to address misconceptions or

misinformation.
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2.6 Conjoint Solidarity to Improve Healthcare Outcomes

The concept of conjoint solidarity builds upon existing theories such as Durkheim’s
“community cohesion [that is] extended to all”. Durkheim’s organic solidarity, founded
upon the interdependence between individuals with specialised roles in society, could readily
be applied to the interdependence between the specialised HCPs in the healthcare setting.
However, conjoint solidarity - as an inclusive form of solidarity - recognises the epistemic
value of all stakeholders, including those who are not ‘specialised’ in their roles, such as
patients whose own epistemic value may derive from prior knowledge, or experience. 1*° As
aforementioned, this inclusive approach contrasts with potentially exclusive forms of
solidarity which may be rooted in mutual recognition of similarity or vulnerability. 4!
Dawson and Jennings’s solidarity requires that one should ‘positively identify with another’
— such as through sympathy or understanding — so as to invoke the solidaristic act of
‘standing up beside’ them.!*? This applies in three main forms: the act of ‘standing up for’
(speaking on behalf of others), the act of ‘standing up with’ (mutuality and equality) and
‘standing up as’ (tolerance of difference or disagreement). 4% It is this final form that aims
to ensure inclusivity. Yet whilst this represents an inclusive form of solidarity that is in the
same vein as conjoint solidarity, there are key conceptual differences between Dawson and
Jennings’s solidarity and conjoint solidarity. According to Dawson and Jennings, the
relationality of solidarity is rooted in the establishment of right — or just — recognition
amongst individuals, which is considered an intrinsic moral good. *** By contrast, conjoint
solidarity looks positively ahead towards the shared interest that is improving healthcare
outcomes. In this way, relationality is embedded in the shared aim or achievement, rather
than the establishment of intrinsic moral good amongst individuals. Conjoint solidarity,
therefore, forgoes the need for any form of mutual recognition. Its establishment is not
dependent upon precursors such as sympathy or disadvantage — although they may exist.
Instead, it is the shared interest that instils a sense of unity and togetherness. Arguably, in
this way, conjoint solidarity holds the stronger ethical appeal, as the focus is upon overall
attainment of those shared interests of improving healthcare outcomes, rather than purely the
establishment of mutual recognition based upon some form of disadvantage or injustice,
which is required to then prompt the solidaristic act of standing alongside another. Conjoint
solidarity — like Dawson and Jennings’s model — is one of mutuality and bidirectionality;

however, its focus is upon a shared ‘self’ interest represents inclusivity, which incorporates
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all stakeholders within the diverse healthcare system they subscribe to. Naturally this
position raises questions pertaining to epistemic solidarity and who decides what improved
healthcare outcomes are. Whilst general conceptualisations of solidarity concern collective
action, epistemic solidarity concerns consolidation of information to ascertain the “true

interest” of the collective. 14°

As a political concept, Goodin and Speikermann describe how masses — often disadvantaged
by less information and incompetence — can ‘pool information’ to redress balance with the
informed, competent elites. Taking the Condorcet Jury Theorem (CJT) as an example, they
assert that in democratic voting systems, the majority of voters are more likely to come to
the ‘right’ decision pertaining to collective best interests, than individual voters. Notably,
the power of the collective depends upon the “...sufficiently independent and competent...”
individuals. 1 In this way, epistemic solidarity may be said to be dependent upon individual
autonomy. However, epistemic solidarity with its focus upon ‘elites’ and ‘masses’ — which
in healthcare may pertain to ‘elite or specialised HCPs and ‘patient masses’ — may represent
an exclusive model of solidarity. Furthermore, competent elites may also pool their
knowledge and resources to ‘over-come’ the masses to determine best interests which, in
healthcare, could promote paternalism over autonomy.'4” The investigative findings of the
Independent Medicines and Medical Devices Safety Review (IMMDSR) offer a potential
insight into how this could affect determination of collective interests. The review
addressed, in part, the scandal surrounding implantable pelvic polypropylene mesh pelvic —
or vaginal - mesh.® The prolonged use of mesh in the treatment of stress urinary
incontinence (SUI) and pelvic organ prolapse (POP) was, for a considerable period of time,
considered to be safe despite patient reports of harm suffered. Indeed, several patients
asserted that their complications were often dismissed and not taken seriously. Instead, the
‘knowledgeable healthcare elite’ relied upon evidence-based practice — which was
subsequently found to be subject to bias - to determine that this was a safe practice which
could attain improved healthcare outcomes.  Through decades of campaigning, the
competent patient ‘masses’, facilitated by support groups such as ‘Sling the Mesh!’ were
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able to collectively pool information and demonstrate that mesh implantation was associated

with significant morbidity and, even mortality.'4°

In doing so, the patient ‘masses’
successfully challenged the views of the ‘elite’. This, perhaps, illustrates that exclusive
forms of epistemic solidarity are not conducive to improved healthcare outcomes. It is to
this end that conjoint solidarity applies inclusive epistemic solidarity so the collective
healthcare entity ‘pool information’ to better determine best interests and improve healthcare

outcomes.

In healthcare, decision-making occurs at the micro, meso, macro and meta levels.*®® The
micro level concerns decision-making between patients and HCPs whilst the meso-level
concerns the “...clinical decisions involved in the development of guidelines or protocols
that can be used for the treatment of specific conditions...with the aim of [determining]
optimal treatment policies... ”.1%! Subsequent macro and meta level decision-making tends
to pertain more to distributive justice which will be considered later with macro-level
decisions concerning “...allocation and utilization of resources in a region, organization
[or] hospital etc...”™®? with the meta-level concerning healthcare budget as determined at
governmental level. It is anticipated that application of an inclusive epistemic gloss to
conjoint solidarity would enable determination of ‘improved healthcare outcomes’. At the
micro level conjoint solidarity can promote a two-way dialogue between patient and HCP
through the medium of shared decision-making which will facilitate the initial ‘pooling of
information’. Such information can subsequently contribute to determination of best
interests and improved healthcare outcomes. Conjoint solidarity is likely to promote trust
and, in turn, greater patient disclosure which can improve diagnosis and promote better
clinical outcomes.'>® Similarly, the HCP offers their specialised knowledge, and the patient
discloses key information for diagnosis. Following treatment, this model can also provide a
valuable source of information pertaining to patient experiences and their perspectives on
treatment outcomes which can help shape future practice. Such an approach at both meso
and macro levels could also enrichen the evidence-base for policymakers. Currently in the
United Kingdom, the evaluation of efficacy, safety and cost-effectiveness of treatments is
undertaken by the National Institute for Clinical Excellence (NICE) — a macro level

organisation - which subsequently provides evidence-based guidance on available
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treatments and how to improve outcomes. Such ‘evidence-based practice’ involves
assimilation of the best research evidence.'® However, the evidential hierarchy which
currently favours quantitative data tends to disregard input such as patient-based qualitative
evidence.® Patient-based evidence pertains to that which is collaboratively generated from
patients and has been shown to improve healthcare outcomes.'®® Arguably the disregard for
patient-based evidence may, inadvertently, promote a paternalistic approach to determining
best interests and good healthcare outcomes. Recent studies also discuss how conflict of
interest can bias clinical studies, unduly influence the medical literature, and therefore impair
healthcare outcomes.®®” This was the case in the aforementioned IMMDSR, whereby mesh
studies unduly influenced by conflict of interest dominated the literature and eclipsed smaller

studies - and even NICE recommendations.®®

Indeed there was such a reliance upon
quantitative data in the medical literature, that patient experiences were often discounted.
Arguably the lack of epistemic conjoint solidarity could have contributed to the use of mesh
for far longer than need have been the case. If the epistemic value of all stakeholders had
been considered, better healthcare outcomes could have been achieved and increased
morbidity avoided. In the United States, the regulatory body the Foods and Drug
Administration (FDA) has outlined ways in which patients can be engaged during their
decision-making to contribute qualitative input, stating “...if our ultimate goal is...to
improve patient outcomes, we must take a whole-system approach...”.*>® The Advancing
Quality Alliance (AQUA) found that where patients were empowered, through shared

decision making, to make decisions about their own health, there were ““...more favourable

health outcomes...”.*%% In the UK, NICE will look to patient-based evidence only if there is
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a corresponding lack of quantitative evidence. Whilst greater patient engagement may be
considered burdensome, studies have shown that overall healthcare system burden is
lowered, which in turn results in better outcomes.*®? It is not suggested that such patient-
based evidence in any way replace existing evidence, but instead that it should, instead,
support it.  An epistemic interpretation of conjoint solidarity would call for collective
pooling of information from all stakeholders to determine and then improve healthcare
outcomes. In a manner similar to Goodin and Speikermann’s example of CJT, the majority
are more likely to reach the right outcome than individuals.'®> The determination of
outcomes and what constitutes a ‘good healthcare outcome’ is complex as it must reflect
public interest, societal preference and cost-benefit analyses. These further considerations

tie into the principle of justice.

3. BRIDGING THE GAP BETWEEN SOLIDARITY AND JUSTICE?

3.1 Conjoint Solidarity and Justice

Justice has been described as a virtue associated with the intrinsic moral character of the
individual, a prescriptive norm aimed at guiding conduct and a moral practice through which
an externalised form of virtue may be attained. Modern theories of distributive justice in
particular seek to ascertain which societal frameworks (such as laws and policies) should be
implemented to determine the distribution of resources amongst a collective. It was the
influence of Roman Jurisprudence upon Thomas Aquinas that saw the shift from the classical
position of virtuous justice to a framework of moral guidance, rights and obligations
incumbent upon individuals.!®® This apparent focus on ‘the individual’ may lead to the
assumption that justice is a liberal construct that opposes the commonality of solidarity;
however, just as there are liberal and social interpretations of both autonomy and solidarity,
so too there are also liberal and social interpretations of justice.

One of the most rudimentary approaches to the matter of distributive justice is to apply a
framework of strict equality amongst individuals in society. Such egalitarianism considers
that individuals are morally equal and so there should be equal distribution of goods.
Aristotle and John Stuart Mill both considered equality to be the foundation-stone of

justice'®. Indeed, Mill’s philosophy was one of ‘the greatest good for the greatest number’,
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of the utilitarian kind. However, egalitarianism often does not take into account that, in the
simplest of terms, there may not be equal contribution or need amongst the collective. So,
somewhat paradoxically, equal allocation could result in actual or perceived inequality.
Marxian views sought to eliminate inequality by distributing goods, first according to
contribution and then - upon the subsequent establishment of a communist society -
according to need.'®® By contrast, liberal theories of justice mirror liberal conceptualisations
of autonomy in that they consider whether the act of a free individual is just.!®® Liberal
theory, developed from philosophers such as John Locke, holds that every individual has
equal basic moral or natural rights which relate to their claims on societal resources.®” Kant
prioritised liberty as the basis of justice, so that the state would redistribute very little in

order to facilitate the greatest individual autonomy.68

Philosophers such as Rawls®® and Dworkin!’, however, sought to bridge the gap between
liberal and egalitarian theories of justice. Their theories of liberal egalitarianism combine
equality with personal liberty and responsibility. Dworkin’s liberal egalitarianism aimed to
bridge a gap by considering liberalism and equality as complementary to one another.
Equality - such as equal respect and equal opportunity amongst individuals — would provide
a foundation upon which liberty would be established. Inequality is acceptable, according
to Dworkin, if it derives from voluntary choice, rather than disadvantage. *’* 72 In this way,
he seeks to make people responsible for their choices, but not matters beyond their control.
Rawls’s publication ‘4 Theory of Justice’ presents the one of most influential theories of
liberal egalitarian justice.!”® Justice according to Rawls, should not “...adopt for society as
a whole the principle of choice for one man...” as the utilitarian approach proposes, as this
places broad limitations upon the rights and liberties of individuals. *’* Rawls acknowledges
limitation in another way through his ‘thin theory’ which proposes an index of primary goods
should be developed to identify the necessities individuals require to then go on and achieve

their various individual goals. It is this primary index which can be used to determine
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whether inequality is justified or not.!”® An example of a primary good could be that of
‘opportunity’, that is explored in more depth through the theory of opportunity egalitarianism
whereby rights take the form of opportunity. The degree to which individuals then take
advantage of such opportunities determines their degree of distribution. In this way,
individual justice can be derived from social justice, as the individual is seen to effectively
comply with societal principles of justice.!’® There are problems with such opportunity
egalitarianism — which was described by Ter Meulen as a cold form justice - as not everyone
will be able to take advantage of opportunities in the same way.}”” For example, some
individuals may be less able to adopt a healthy lifestyle due to sedentary forms of
employment. Yet under such opportunity egalitarianism they may be denied healthcare
access or have it restricted. According to Ter Meulen, this is a form of humiliation, whereby
those who do not take the opportunities afforded to them are considered, by society, to be

‘underserving’ of collective resources.!’

Such humiliation may lead to ‘“rejection,
exclusion, paternalism and denial of rights”.*”® Schmidtz and Thrasher suggest that justice
should bridge the gap between individual virtue and the virtue of the polis or society.°
They recognise that as relational entities we rely upon community, therefore where justice
promotes harmony in a community, compliance with justice will promote individual virtue.
In a similar vein, Ter Meulen argues that solidarity should be applied in addition to theories
of distributive justice to support relational aspects of personhood — as this can contribute to

reciprocity, support and so ultimately perpetuate solidarity. 8

3.2 Conjoint Solidarity to Support Relational Distributive Justice

According to Ter Meulen, justice as a theory of rights and obligations, lacks a normative
framework for its practical application that exists in the practical application of solidarity.
182 Therefore, the incorporation of relational elements such as communication and
“reciprocal recognition of individuals ” amongst those who act in solidarity can supplement
justice. In delivering healthcare, this would facilitate a relational approach to distributive

justice that would allow participants to appreciate their “...identities and responsibilities...”.
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183 Relational justice may be defined as “...justice produced through cooperative behaviour,
agreement, negotiation or dialogue amongst actors in a post-conflict situation... ”.*®* It has
also been described by Raines as a “...connectedness of persons and groups in community
and [the] basic obligations to look out for the relational good of others... ”.185 186 Whilst
Raines’ definition relates to restorative justice, such reciprocal recognition amongst
individuals is also pertinent to distributive justice as means of addressing the deficiencies in
equality identified in liberal, liberal egalitarian and opportunity egalitarian views of

187

justice. To attain this goal, relational justice also requires “...attentiveness and

b

appropriateness of response...trust and loyalty...” as well as reciprocity.’® As with
relational autonomy and conjoint solidarity, relational justice recognises that individuals are
inextricably linked. It holds that where the individual is denied their voice, there is
subsequent inequality and lack of justice. In this way, relational justice addresses the social
collaboration that is often missing in alternate constructs of distributive justice. Conjoint
solidarity could also support relational distributive justice as both concepts share the goal of
improving healthcare outcomes. The collaborative nature of conjoint solidarity, founded
upon the shared decision making of relational constructs of autonomy, can support
distributive justice by involving patients in the matters of healthcare utilisation and
allocation that currently do not include them. A collaborative approach could promote the
responsible utilisation of healthcare resources which could - in turn - allow more efficient
future allocation of resources to attain the goal of improved healthcare outcomes. It is not
anticipated that patients would be able to participate in all forms or levels of distributive
justice, however even at the micro level of care, collaboration and involvement could have
a substantial impact. Consider, for example, that in 2017 the National Health Service (NHS)
spent £70 million on paracetamol prescriptions alone. On prescription, paracetamol may
cost £34 for 32 tablets,'8 whilst some retailers sell it ...for pennies...”. % It is predicted

that the NHS could save £190 million a year by reducing prescriptions for short term, or
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minor conditions that are alternatively available over-the-counter. %! In UK law, the issue
of distributive justice recently came to the fore in the legal case of Bayer Plc v NHS
Darlington CCG and Others [2018] which considered the use of ‘off-label’ and ‘off-
licenced” medicines in NHS. The case explored whether the NHS could use cancer drug
Avastin ‘off-label” — beyond its licenced indication — in the treatment of ophthalmic
condition macular degeneration.® Avastin cost £28 per dose whilst Bayer’s EYLEA drug
with specific marketing authorisation for the treatment of macular degeneration cost £816
per dose. The court, in establishing a legal precedent whereby the NHS could use ‘off-
label’ medications to reduce cost, determined that Avastin was a safe and cost-effective

treatment for macular degeneration.®

The case also created a new legal duty for doctors
to consider the wider issues of distributive justice and resource allocation when prescribing
medical treatment. Justice Whipple said that ...having regard to resources is an enduring
requirement, which touches on every decision which a clinician makes...”** and that it was
a‘“... amatter of professional conduct... [that doctors] be free to choose whichever medicine
he or she considers to be most suitable, taking account of his obligations to the patient, and
to patients more generally” 1% Therefore, whilst doctors have legal obligations to act in the
best interests of individual patients, they also have an obligation to consider the best interests
of all patients when prescribing. Sutherland suggests that healthcare will face increasing
difficulties in trying to satisfy both issues of patient autonomy and distributive justice in
years to come.'% However, Davies and Savulescu propose that in order to enjoy the right to
free healthcare, patients should be obliged to “...play their part...” in terms of healthcare
solidarity.'®” The UK healthcare system is based upon universal access at the point of need
with distributive justice used to address such questions of ‘need’. Yet relational justice in
healthcare — whereby individuals acknowledge their «...identities and responsibilities...” as
inextricably linked entities — could facilitate a form of collective collaboration, which is
often missing constructs of distributive justice. Conjoint solidarity, which requires
collaboration and collating of information, could also provide a means of supporting
distributive justice by allowing patients to ‘play their part” — albeit to a degree. As relational
autonomy and conjoint, epistemic forms of solidarity all involve sharing and pooling
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information, then it is likely that healthcare literacy will be improved. Subsequently, through
greater collaboration, a form of collective responsibility could be adopted, which would
facilitate more conscientious use of the NHS and more efficient healthcare utilisation. This
proposal does not intend to provide a single solution to these issues, but instead to serve as
a reference point for future debate.

4. CONCLUSION

Solidarity in the field of healthcare ethics has been somewhat neglected, perhaps due to the
assumption that it opposes concepts of individuality and autonomy. Yet where autonomy is
interpreted as a relational concept, these principles can develop an inter-dependency —
founded, in part, upon the process of shared decision-making - so that both individual and
collective may benefit. In seeking to complement existing scholarship, conjoint solidarity
proposes a new model that is inclusive of all healthcare stakeholders in diverse healthcare
communities. Inthisway, with the focus upon the mutually held goal of improved healthcare
outcomes, exclusion and othering can be avoided in our diverse healthcare communities. It
IS anticipated that such desirable healthcare outcomes can be determined by adopting an
epistemic approach, which involves collective pooling of information. Furthermore, this
may also help address some of the current problems in healthcare - such as exclusion,
paternalism, and conflict of interest - so that they be mitigated. ~Such a conjoint and
epistemic approach can also provide an opportunity to rethink distributive justice. As a
relational concept it may afford patients the opportunity to ‘play their part’ in a small way
— such as through responsible healthcare usage. This may help ensure efficient use of
healthcare resources and more appropriate resource allocations - which can, in turn, improve

healthcare outcomes.
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Paper 2

[I. Materiality of Conflict of Interest in Informed Consent to Medical

Treatment in the United Kingdom

Abstract

The UK Supreme Court ruling of Montgomery v Lanarkshire [2015] clarified that in obtaining
informed consent to treatment, practitioners are under a duty to inform patients of material risks.
Traditionally such risk has pertained to the clinical risks inherent to treatment. In examining
empirical and judicial evidence, this paper makes the case for disclosure of potent financial interests;
with potency relating to those interests likely to have greatest influence over practice. The paper
explores how financial interests may detrimentally influence practice patterns and how non-
disclosure of such interests may be linked to the erosion of patient trust and subsequent disinclination
to consent to treatment. Judicial notions of material risk are explored, and the conclusion reached
that they offer a broader interpretation of disclosable risk compared to current UK GMC guidance.
It is anticipated that empirical evidence could be used by the courts in determining questions of both
materiality and causation in cases of negligent non-disclosure of potent financial interests. The paper
concludes that there is sufficient reason to surmise that a test case could successfully apply the
principles identified therein to establish the materiality of conflict of interest in informed consent to

medical treatment.

Key Words: Conflict of Interest, Materiality, Informed Consent, Medical Treatment, United
Kingdom
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Introduction

The United Kingdom (UK) common law standard of informed consent - set out in the case
of Montgomery v Lanarkshire Health Board - holds that in obtaining consent to medical
treatment, medical practitioners must inform patients of material risks associated with
treatment (Montgomery v Lanarkshire Health Board [2015]). The decision called for
collaboration with patients through shared decision-making which marked a departure from
the paternalism which had become embedded medical law following the Bolam ruling some
sixty years earlier (Bolam v Friern Hospital Management Committee [1957]). The
Cumberlege Report into the findings of the United Kingdom’s (UK) Independent Medicines
and Medical Devices Review (IMMDSR) exposed how conflict of interest can lead to poor
treatment outcomes for patients, erosion of trust and the invalidation of informed consent
(Cumberlege, 2020; IMMDSR, 2018). In addition, recent empirical studies have also
demonstrated that practitioner’s financial interests — and subsequent conflict of interest — can
result in harmful changes to practice patterns (Robertson et al., 2012). The purpose of this
paper is to explore the case for conflict of interest as a disclosable material risk required for
valid informed consent. This manuscript will examine physicians’ financial conflicts of
interest, their potential influence upon patterns of practice and the subsequent harm that a
failure to disclose such interests poses to patients. The case will then be made, through
provision of empirical evidence, for including disclosure of certain financial interests as an
essential element of informed consent post-Montgomery. These recommendations are
subject to certain limitations: namely that only financial interest which can be demonstrated
to be ‘potent’ or high-risk for patient harm should be disclosable to prevent a tide of
information disclosure overwhelming the patient; that empirical evidence is likely to be
required in proving materiality to the reasonable person and that a test case in the UK would
likely be required to clarity the scope of materiality at common law. Finally, consideration

will be given to future directions of research.

Practitioners’ Conflict of Interest

In exercising professional judgement medical practitioners have a duty to “...[m]ake the
care of ... patients [their] first concern...” (GMC, 2019, p4) and so that patient interests
take primacy over any secondary interests of the practitioner. Conflict of interest may arise
when “...professional judgement concerning a primary interest ... [such as]... patient’s
welfare ....[is]... unduly influenced by a secondary interest [such as financial gain]...”

(Thompson, 1993, p573). These secondary interests may be broadly categorised as being
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‘non-financial’ or ‘financial’ in nature (Wiersma et al., 2017). Non-financial interests
encompass a range of factors, such as “...political, academic, ideological or religious...”
considerations which have the potential to influence professional judgement (PLoS
Medicine Editors, 2008, €1299). In healthcare, such interests may derive from practitioner
autonomy, such as a preference to undertake a particular type of surgery; practitioner
paternalism, such as the influence derived from a perceived belief that an action is in the
patient’s best interests (Strauss & Merios, 2009) or even practitioner egotism, such as the
preference to undertake innovative treatment so as to fulfil a personal “...desire for prestige
and career progression... ” (Wiersma et al., 2017, p319; Cumberlege, 2020).

Financial Conflict of Interest

Financial Interests Linked to Patient Referrals. Financial interests include
monetary factors, such as payments or incentives, given to the practitioner in relation to their
professional capacity. Montgomery and Lipworth (2019) describe financial interests as the
financial “...conflicts and quandaries... ” which are endemic across all levels of patient care;
from the upper ‘macro’ level incorporating regulators, policy-makers and healthcare
organisations, to the intermediary ‘meso’ level of care concerning those professional
organisations, researchers, or academics with indirect influence over patient care
(Montgomery & Lipworth, 2019, chpt. 1). Yet, it is the financial interests of the individual
practitioner, affecting the micro level of patient care, which are most pertinent to the issue
of informed consent (Montgomery & Lipworth, 2019). In a study which will be explored
later, Spece and colleagues propose that practitioners should disclose “potent” financial
interests to patients (Spece et al., 2014, p271). Potent may be defined as “...having great
power, influence, or effect... ” (Oxford Languages, 2021) therefore, for the purposes of this
paper, financial interests are those likely to have great influence over treatment decisions.
In a review of the empirical evidence relating to how financial interest can affect practitioner
behaviours, Robertson and colleagues identified three main categories of financial interest
in the United States (US) healthcare system; insurer-based financial interests, financial
interests linked to patient referrals, and financial interests linked to pharmaceutical or
medical device companies (Robertson et al., 2012). The latter two categories are most
readily applicable to the UK healthcare system. Funded by a government mandated national
insurance system, the UK public National Health Service (NHS) affords universal access to
all UK citizens. Approximately ten percent of the population opt for supplementary cover
by way of “...duplicative private insurance...” (Papanicolas et al., 2019, p369). Private
insurance confers added benefits including choice of practitioner and improved access to

services and specialist treatments (BMA, 2020). Any practitioner registered with the UK
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medical regulator the General Medical Council (GMC) — in accordance with the Medical
Act 1983 - is eligible to undertake such private work, including those whose primary contract
is with the NHS (Medical Act 1983, s3). It is a practice which has rapidly increased in
recent years with data from 2016 showing that approximately half of the 46,000 consultants
employed by the NHS were involved in some form of private practice (Smyth, 2016). Full
time NHS consultants with a pre-2003 contract can undertake private work so long as the
gross private earnings do not exceed 10% of their gross NHS salary, however post-2003,
there is no limit on consultant’s private work — yet there is an expectation that they prioritise
NHS overtime (BMA, 2020). The British Medical Association (BMA) recognise that such
private work could create a conflict of interest and therefore advise their members not to
initiate conversations about private care with their NHS patients. However, such discussions
can take place if it is the patient who initiates the enquiry. Furthermore, where patients seek
to be treated privately, there is nothing in the guidance to say that practitioners need disclose
the nature of any associated financial interest they may have with the provision of such
private healthcare (BMA, 2020). A study by Rowland (2019) for the Centre for Health and
the Public Interest (CHPI) found that private hospitals in the UK provide consultants with
“substantial” hospitality incentives for referring patients to them (Rowland, 2019, p4, p11).
In the year 2017-18, a staggering £1.5 million was spent on corporate hospitality by seven
private UK hospitals alone, including “...numerous lavish trips to sporting events worth over
£1000 a head... ” (Rowland, 2019, p4, p11). This, despite NHS guidance that employees
should receive no more than £75 in hospitality or gifts (NHS England, 2017; Rowland 2020).
Furthermore, Rowland identified that 546 NHS consultants owned shares, equipment or had
pay-per-scan arrangements with private institutions (Rowland 2019, p4). At one NHS
hospital — the Royal Surrey County NHS Foundation Trust - 50% of its consultant
oncologists were found to hold shares, or own equipment, in private hospitals whilst the
same could be said for 45% of orthopaedic surgeons at another NHS hospital in the city of
York (Rowland 2019, p8). Whilst it is widely acknowledged that the private sector offers
valuable support to the NHS, particularly when contracted to help tackle long waiting lists,
it is clear that the ties between public and private sector healthcare in the UK create the
potential for conflict of interest to arise. In 2020, the UK House of Commons published its
Report of the Independent Inquiry into the Issues raised by Paterson, otherwise referred to
as ‘the Paterson Report’ (James, 2020). The inquiry explored one of the largest known
examples of patient overtreatment in the UK associated with conflict of interest between the
NHS private healthcare sector (Rowland, 2019, s.5p5). “Rogue” NHS breast surgeon, lan
Paterson, was described was having “significant” financial incentives to preferentially treat

patients in the private sector rather than the NHS (Dyer, 2017; Rowland, 2019 at s.25, p4;
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James, 2020, p119). In the period between 1997 and 2011, Paterson harmed 750 patients by
undertaking investigations or surgical procedures for ailments which patients did not have
(Rowland, 2019, s.5, p5). This included mastectomies and surgeries for the removal of
cancer in individuals not suffering from the disease. In one instance the inquiry heard that
soon after a cancer diagnosis, Paterson had starkly told ‘patient 162’ that they faced a three
year wait for treatment on the NHS or could pay £10,000 to undergo the surgery in the private
sector within one week (James, 2020, p119). The Inquiry heard that patient 162 “.../was]
convinced she had unnecessary surgery that she didn’t agree to...” and that her medical
records had since “disappeared” — thus removing any pathological evidence of the existence
of the cancer (James, 2020, p52-53). Evidence from the CHPI presented to the Paterson
Inquiry attested that whilst there was, as of yet, still no evaluation of Paterson’s financial
interests, the interests were estimated to be “significant” and “...in the region of £3
million... ” (Rowland, 2019 at s.5, p5; CPHI, 2019 s5.25, 5.26, p4). Furthermore, the Paterson
Inquiry heard how Paterson had, in turn, incentivised general practitioners (GPs) in his local
area by providing hospitality so that they would preferentially refer patients to his private
practice (James, 2020, p120).

Financial Interests Linked to Industry. Financial conflict of interest in the UK
may also derive from the links with the pharmaceutical or medical device industries. Such
links are often recognised as a necessity of medical advancement, yet Rowland cautions that
it may be difficult to “...distinguish payments that inappropriately influence clinical
decision making from those which are made for contributing to scientific innovations...”
(Rowland, 2020, para 16). The pelvic (vaginal) mesh scandal exposed “...the extent to
which individual surgeons, researchers and professional bodies are reliant on device
manufacturers for financial support...” through its investigation into the use
pharmaceuticals and medical devices (Gornall, 2018, para 18). It revealed how one medical
device manufacturer, Ethicon, marketed its pelvic (vaginal) mesh as a solution for stress
urinary incontinence (SUI) and, more recently, pelvic organ prolapse (POP) (Gornall, 2018).
The company had “...highly [and] aggressively marketed to gynaecologists ...[through] the
Ethicon ‘buy a Lamborghini’ and ‘Surgery is the Cha-chin thing’ campaigns’...” which
proved “...highly lucrative for private surgeons...” (Dr Vincent Argent, Clinicians etc.
Evidence, IMMDSR, 2018, p15). Ethicon also influenced medical education through its
sponsorship of the Royal Colleges’ continuing professional development (CPD)
programmes, thus extending its influence to individual practitioners (Cumberlege, 2020).
The company also comprehensively marketed its product at conferences where it offered

individual surgeons’ financial incentives (Gornall, 2019). As a result, such financial
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interests are often inextricable from the training which practitioners receive, making it
difficult to identify the source of such influence. Therefore, as will be explored, it is likely
that only financial interests which can be demonstrated to pose high risks to patients - ideally
through the provision of empirical evidence - will be disclosable due to the difficulties in

establishing legal causation.

Failure to Disclose Conflict of Interests

Interests Linked to Patient Referrals. Rowland (2020) describes UK patients
as being “very poorly protected” from the influence of practitioner’s financial interests under
current voluntary disclosure arrangements (Rowland, 2020, para 6). In 2019, of
approximately 300 NHS consultants who owned shares in private hospitals in the UK, only
19 had declared their interests via their NHS Trust - indicating wide-spread non-disclosure
of financial interests (Rowland, 2019, p20). The Paterson Inquiry — which heard how the
breast surgeon had preyed upon patient fears following cancer diagnoses by exaggerating
NHS waiting times — had failed to provide independent information to patients to facilitate
informed decision making, with a lack of valid informed consent obtained for one third of
patients (James, 2020, p115,119). The CPHI considered that it was unlikely that Paterson’s
patients were informed or had knowledge of his financial interests as the information was
either missing or difficult to find on the websites of private hospitals (CHPI, 2019 s.20, p3).
Indeed, Rowlands describes a general “...lack of willingness across parts of the profession
to be open and transparent [about financial interests]... ” (Rowlands, 2020, para 21). This
was reflected in the Private Healthcare Investigation (PHI) by the Competition and Markets
Authority (CMA) which uncovered a widespread lack of disclosure and concluded that
“...clinicians should be required to disclose to their patients any equity interest they have in
a facility to which they propose to refer the patient, or in any major item of equipment
...which they propose to use to conduct tests on or to treat the patient...” (Witcomb et al.,
2014. para 11.463 p11-99 as cited in Rowlands, 2020, p76).

Interests Linked to Industry. Rowland also describes the large number of
incentive schemes designed to influence practice which remained “...largely hidden from
patients and the public...” (Rowland, 2019, p18). A recent report by McCartney in the
British Medical Journal (BMJ) explored the difficulties associated with finding conflict of
interest disclosures linked to pharmaceutical or medical device companies in the UK
(McCartney, 2018). McCartney describes being caught in a time-consuming “game” of
trying to find a practitioner’s conflict of interest (McCartney, 2018, para 1). The most

promising disclosure tool available in the UK is that which the Association of the British
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Pharmaceutical Industry (ABPI) oversees. The ABPI publishes payments made by the
pharmaceutical company to doctors on a voluntary basis (ABPI, 2021). However, only half
of the £53million of payments made have thus far been declared (McCartney, 2018).
Arguably, such disclosures could enable patients to make a truly informed treatment choice
of whether to accept such treatment and facilitate greater patient autonomy. However, such
disclosure databases place a burden on the patient, as described by McCartney, to source the
relevant information which is likely to create a barrier. Such information does, however,
appear to be valuable to patients. In patient testimony to the IMMDSR, one patient reflected
upon the retrospective knowledge that conflict of interest had played a role in the promotion
of pelvic (vaginal) mesh, stating that “...[a]s patients, we allow the medical profession
access to all manner of information [so they can determine] the best course of treatment.
We, the patients, deserve the same [...we should...] be aware of clinician’s allegiances or
[...financial...] involvement...” (Patient Written Evidence, IMMDSR, 2018, s5.7.2). The
Cumberlege Report addressed the lack of disclosure in the UK by suggesting that the GMC
medical register be extending to include the financial interests of its registrants, however,
Rowland cautions that this is unlikely to fulfil the aim of making patients “aware of financial
conflicts so that they can reach informed decisions about who is best to treat them” as
currently on 11% of those who access the GMC Medical Register are patients (Cumberlege,
2020; Rowlands, 2020, para 17).

Changing Practice Patterns

Interests Linked to Patient Referrals. Practitioners’ financial interests may be
associated with changing patterns of practice. Robertson and colleagues describe a growing
body of evidence which suggests that practitioner practice alters when influenced by conflict
of interest (Robertson et al., 2012). The degree to which conflict of interest creates
practitioner bias is largely dependent upon the nature of the secondary interest, such as
whether it be derived from the private sector or industry (Robertson et al., 2012). This was
a key finding of the Paterson Inquiry as, not only did his financial interests lead to self-
referrals in the private sector, but there were also significant changes in his practice patterns.
Paterson was involved in the provision of unnecessary, and often, disproportionate treatment
which even included the non-indicated treatment of minors (CHPI, 2019, s.9 p2; James,
2020, p98-100). Paterson was also involved in undertaking unwarranted investigations,
performing “...unnecessary positron emission tomography (PET) scans, which exposed
patients to radiation... ” the purpose of which was to afford Paterson further opportunity to
misdiagnose disease so as to prompt further surgical intervention, such as biopsies (James,

2020, p106). Paterson even went so far as developing his own unproven ‘cleavage sparing
113



mastectomy’ (CSM) which the Paterson Inquiry describes as being driven by the financial
gain derived from referring patients for such surgery in the private sector (James,2020,
p100). Upon sentencing Paterson to a 15-year prison term for 17 counts of Wounding with
Intent, Mr Justice Jeremy Baker described how Paterson had “...carried out surgical
procedures on...breasts, which [he] knew that no responsible body of duly qualified and
experienced breast surgeons would have advised, because none of the procedures [were]
necessary to maintain...health...” (Regina v lan Stuart Paterson, 2017 at s75). As will be
explored later, the Inquiry also heard how Paterson’s adjusted practice patterns resulted in

physical and psychological harm of patients.

Interests Linked to Pharmaceutical or Medical Device Companies.
Similar findings were revealed by the IMMDSR in its exploration of changing patterns of
practice relating to the use of select medicines and medical devices. Evidence provided to
the review showed that the Ethicon’s influence upon the medical profession as a whole had
led to an exponential rise in rates of transvaginal mesh implantation which corresponded
with a sharp decline in the alternative, tried and tested, colposuspension surgery (IMMDSR,
Clinician etc. written evidence, 2018, p15; 17-20; Gornall, 2018). Notably, as Robertson et
al (2012) attest, the links to changing practice patterns can be difficult to precisely pinpoint.
Indeed, Rowlands cautions that in relation to mesh, it may be difficult to illustrate the links
between financial conflict of interest and the subsequent harm suffered by patients
(Rowland, 2020). This is particularly true given the cost saving and perceived benefit mesh
had, which was likely to have further fuelled its popularity amongst practitioners and
healthcare providers (Gornall, 2018). However, even when the mesh was found to be
associated with increased harm, the fact that its use continued could be indicative of financial
interest continuing to influence practice (Patient Written Evidence, IMMDSR 2018, Annex
6).

Potential Harm to Patients

Interests Linked to Patient Referrals. Changes in practice can be beneficial or
harmful, depending upon the given circumstances. For example, where there is inherent
under treatment, an increase in treatment could be representative of raising care standards to
more optimal levels. However, any course of investigation or treatment must be appropriate

and in the overall best interests of the patient. The concern, as Spece and colleagues attest,

! Note that the US Federal Drug and Food Administration (FDA) had given the first warning on mesh safety
in 2008 — it was not until 2014 that transvaginal use was suspended in Scotland, though its use continued in
England until 2017.
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Is that financial interests can “...skew physician’s advice and possibly lead to bad
decisions...” which can propagate these patterns of unnecessary or unsuitable treatment
which may ultimately prove harmful to patients (Spece et al., 2014, p256). Such harmful
practices were evident in the case of Paterson, who, adopted harmful and unnecessary breast
augmentation procedures into his practice despite patients being at little to no risk of
developing cancer (Regina v lan Stuart Paterson [2017] at 6). Justice Baker heard that
Paterson’s victims had all been left with “...physical scarring to their bodies, and those who
underwent mastectomies ... [had] had their breast tissues [permanently] removed...” (R v
lan Paterson, 2107, at 60). For at least one patient this meant the inability to breastfeed her
child, which Justice Baker described as having “particularly pernicious” long-term
psychological effects (Regina v lan Stuart Paterson [2017] at 44). This example, thus
illustrating the individual impact that harm deriving from financial interests can have upon

particular patients.

Interests Linked to Industry. Such psychological effects were also described in
the patient testimony presented to the IMMDSR in relation to pelvic (vaginal) mesh.
Evidence from a patient support group demonstrated that the majority of mesh-injured
patients consulted had physical symptoms - including dysuria, dyspareunia, organ
dysfunction and tissue erosion leading to chronic pain and morbidity — in addition to
increased rates of depression, suicide and self-harm (Patient Written Evidence, IMMDSR,
2018, p14-16, s.2.3.3). One patient directly attributed the harm that many had suffered to
practitioner conflict of interest, stating that “...7 am...tired of doctors inserting this product,
...50 many...know the harm that mesh is causing, but they still choose to implant it...[as] ...it
is much more lucrative to carry on... ” (Patient Written Evidence, IMMDSR, 2018, p29). A
further concern raised by the IMMDSR was that influential practitioners - who are subject
to conflict of interest - can adopt harmful practices which then have a detrimental ‘knock-
on’ effect upon the practice of other practitioners. The modern practitioner-patient
relationship is now consumed within wider multi-disciplinary teams which oversee the
meso-level of patient care. It is at this level that guidelines and policies are often drafted
which subsequently shape the practice of other practitioners when they come to select
treatments for their own patients. (Montgomery & Lipworth, 2019). Therefore, the financial
interests which affect an influential practitioner, can have an indirect impact upon a wider
body of medical opinion; thus, shaping treatment choices for the patients of other
practitioners. In 2019, influential cardiologist Dr Gregg Stone and his colleagues published
findings of their EXCEL study in the New England Journal of Medicine. The study

suggested that stents were a more effective and safer alternative to coronary artery bypass
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grafts (CABG) for left main coronary artery disease (Stone et al., 2019). However, the
clinicians involved had been sponsored by large American stent manufacturer Abbot and, as
a result, the findings were subject to substantial conflict of interest (Cohen & Brown, 2019).
Before the conflict of interest came to light, the guidelines were endorsed by the European
Association for Cardio-Thoracic Surgery (EACTS) and subsequently formed the basis for
the 2019 European Revascularisation Guidelines (Neumann et al., 2019; Stone et al., 2019).
The conflict of interest had influenced the researchers to heavily manipulate the data so that
it appeared that the stents were safer, when in fact they posed an 80% higher risk of heart
attack (Cohen & Brown, 2020). This illustrates that the harm deriving from financial interest
can radiate throughout medical practice to inflict harm on larger numbers of patients. Such
harm is likely to be the most difficult to link to financial interests, as Rowlands attests, and
so would be unlikely to concern issues of materiality in informed consent (Rowland, 2020).
It is for this reason that the proposed expansion of disclosable risk be supported by further
measures — such as a mandated financial interest register and more stringent adherence to
journal codes of conduct — so as to mitigate against the wider harm derived from financial
interests (Cumberlege Report, 2020 at 2.56, 2.67).

Erosion of Trust
Such conflict of interest and its potential to promote harmful practice patterns also carries
the potential for eroding patient trust. In his sentencing of Paterson, Justice Baker explained
that the surgeon had purposefully exaggerated the risk of cancer to gain patient trust and
confidence to consent to the surgery, and in doing so had “deceived” patients (Regina v
Paterson, 2017 at 45). A key theme throughout Justice Baker’s sentencing of lan Paterson
was the absolute trust his patients had in him, due to his position as a consultant surgeon. In
addition to the financial, physical, and psychological harm sustained by his patients, Justice
Baker described how they had all experienced a loss of trust in the medical profession at
large (Regina v lan Stuart Paterson [2017]] at 61, 62). Justice Baker describes the victim
impact statements as describing the “profound” physical and psychological effect from the
overtreatment (Regina v lan Stuart Paterson [2017] at 47) and that they were “...left feeling
violated and vulnerable... ” (Regina v lan Stuart Paterson [2017] at 59) with psychological
harm including “...post-traumatic stress disorder, anxiety and depression... ” —all of which
contributed to eroding trust in the profession (Regina v lan Stuart Paterson [2017] at 59).
In one impact statement patient Carole Johnson described how she had “...lost a lot of trust
in medical professionals... ” as a whole (Dyer, 2017, p1). The subsequent Inquiry heard that
Paterson’s incentivisation of local GPs had further contributed to the loss of trust in the

medical profession (James, 2020 p120). There was a similar theme throughout the evidence
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presented to the IMMDSR pertaining to mesh. Evidence presented to the IMMDSR
considered that there had been “a gross abuse of trust” (Patient Written Evidence, IMMDSR,
pl72, s. 5.13.3). Such loss of trust has important implications for healthcare outcomes as
the practitioner-patient relationship requires trust in order to facilitate open discussions for
the purposes of both diagnosis and subsequent consent to medical treatment. Therefore, loss

of trust can indirectly result in harm to patient care (Birkhauer et al., 2017).

Empirical Evidence

Empirical Evidence for Financial Interests leading to Harmful Changes in
Practice

Robertson and colleagues describe several studies which provide empirical evidence of
practitioner practice changing “for the worse” (Robertson et al., 2012, p456) when subject
to financial interests. In a study by Mitchell and Scott in JAMA, patient referrals to
practitioner-owned centres were up to 45% higher compared to those of from practitioners
holding no such financial interest (Mitchell & Scott, 1992 as cited in Robertson et al., 2012,
p455).  Studies also show that financial interests are associated with higher rates of
diagnostic investigations. Swedlow and colleagues’ study of a Californian employee
compensation scheme found that almost 40% of Magnetic Resonance Imaging (MRI) scans
ordered by self-referring practitioners who held a financial interest in the testing facility were
“medically inappropriate”; indicating that practitioner behaviour had changed “...for the
worse... ” where financial interests were at play (Swedlow et al., 1992 p1504 in Robertson
et al., 2012 at p455, 456). Shah and colleagues presented similar “highly significant”
findings which indicate that where financial interests exist, rates of medically inappropriate
and harmful investigations are heightened, despite being contrary to relevant clinical
guidelines (Shah et al., 2011 in Robertson et al.,2012, p454). From a sample size of 17,847
patients, Shah et al found that rates of diagnostic cardiac nuclear stress test referrals were
2.3 times higher when practitioners had a financial interest in billing, compared to those
practitioners who did not (Shah et al., 2011, p1997). Such tests are not routinely indicated
for investigative purposes due to their poor specificity, risk of false positives — which can
trigger further unnecessary investigations — and the risk of harm from ionizing radiation
(Shah et al., 2011 in Robertson et al., 2012, p454). Even greater “...disparity in practice
patterns... ” was noted in relation to stress echocardiography — an investigation which is also
not indicated for routine use - with rates of referral 12.8 times higher amongst practitioners
with financial interest (Shah et al., 2011, p1997 in Robertson et al., 2012, p454). Empirical
evidence of inappropriate investigations linked to financial interest even extended to

invasive procedures such as biopsies. Mitchell demonstrated, through a regression analysis
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of Medicare data, that amongst self-referring urologists the billing rate for prostate biopsies
was 72% higher and was associated with lower rates of cancer detection (Mitchell, 2012 in
Robertson et al., 2012, p455). This indicates that patients “...unlikely to have prostate
cancer...” were undergoing prostate biopsies (Mitchell 2012, in Robertson 2012, p455).
UK charity Prostate Cancer UK describe side effects of prostate biopsies as including pain,
discomfort, bleeding, infection, acute urinary retention, and erectile dysfunction (Prostate
Cancer UK, 2019). There are also likely to be psychological implications associated with
undergoing investigations for cancer which could constitute harm. This indicates that
patients were subject to unnecessary and harmful investigations (Mitchell, 2012, in
Robertson 2012, p455). In another study from 2008, Mitchell also demonstrated that
individual practitioner behaviour changed following acquisition of private medical facilities,
stating that the “relative odds” that a patient would receive more complex — and costly -
surgery was 65 times higher after a practitioner had taken ownership (Mitchell, 2008, at p735
in Robertson et al., 2012 at p456).

These findings add empirical value in support of the mostly observational findings of the
UK’s Paterson Inquiry and IMMDSR; both of which are likely indicative of more
widespread issues in the UK (James, 2020; Patient Written Evidence, IMMDSR, 2018, p29).
Such evidence can help bridge the connection between financial interests, detrimental
changes in practice and patient harm. The Paterson Inquiry was subject to an overall lack of
empirical evidence (James, 2020; Rowlands, 2019 s.5p5). The inquiry failed to expose the
extent of Paterson’s financial interest in the UK private sector - which would have
strengthened the case for causal link between his interests and resultant harm — although the
CHPI suggest the figure could run into millions of pounds (CHPI at s9, p.2; s26, p4).
Furthermore, the true extent of Paterson’s ‘over-treatment’ of patients remains unknown,
however it is also likely that the 740 patients said to have been harmed from 1997-2011
represents a gross underestimation? due to the insufficiencies in patient recall (James, 2020,
pl, para 2; Rowlands, 2019 s.5p5). By comparison, there is more evidence relating to the
use of pelvic (vaginal) mesh, although data are still lacking. A 2018 study by Gornall offers
some empirical evidence that the widespread use of transvaginal mesh in the UK was derived
from financial interest. Gornall describes that from 1998-99 only 214 women in England
were treated for SUI, yet in the subsequent decade rates rose dramatically so that by 2009

up to 12,000 mesh implantations were performed annually in England alone (Gornall, 2018).

2 Note, James 2020, p1 para 2 describes the “[t/housands of people ...still living with the consequences of
what happened.”
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Notably, such findings correspond with a 1998 study by Ulmsten — which was subject to a
$1 million Ethicon sponsorship in return for “favourable” results (Ulmsten, 1998; Gornall,
2018, p2). A recent class action trial found that Ethicon’s parent company Johnson and
Johnson had actively suppressed knowledge that their mesh maimed patients (Emmett et al.
v Ethicon women’s Health & Urology, 2019). Ethicon’s widespread courting of the medical
profession through conference and educational sponsorship, a practice which may be linked
to brand loyalty, also correlates with UK surgeon’s ‘eagerly adopting’ the practice (Hall &
Jones 2007; Gornall, 2018, p1). Treatment bias in favour of mesh is evident and is suggestive
of — at the very least - a tentative link between financial interests and changes in practice
patterns.  The studies collated by Robertson and colleagues provide a firm empirical
foundation which further supports the link between financial interest and harmful changes

in treatment practice.

Empirical Evidence for Erosion of Trust

The practitioner-patient relationship is fiduciary relationship founded upon trust, which may
be undermined by conflict of interest. Spece and colleagues provide empirical evidence that
financial interests, which promote harmful practice patterns, erode such patient trust in both
the practitioner and in their treatment recommendations (Spece et al., 2014). The 2014
randomized vignette-based experiment undertaken enlisted 691 mock patients who were
asked to put themselves into the position of a patient due to undergo a cardiac stent procedure
upon the recommendation of a cardiologist. The researchers then controlled the information
given to the participants relating to the appropriateness of the treatment - in terms of the risk
of not undergoing the procedure - and, according to the degree of financial disclosure made
by the fictional practitioner in relation to hospital ownership. Degrees of disclosure ranged
from non-disclosure to standard and enhanced disclosure. Standard disclosure informed
patients of the hospital ownership, whilst enhanced disclosure gave notice of links between
such conflict of interest and treatment recommendation bias. Participants were asked
whether they agreed or disagreed with the statement “...the cardiologist has only my
interests in mind in making this recommendation... ” which was an operationalisation of the
notion of trust (Spece et al., 2014, p270). The study found that disclosure “...significantly
and substantially increased the probability...” that simulated patients would refuse
treatment, irrespective of whether the disclosure was standard or enhanced (Spece et al.,
2014, p270). The findings indicate that the “...existence of disclosure as opposed to the
strength of disclosure... ” had “swayed” patients and that this was likely due to doubts as to
whether the practitioner continued to uphold their best interests (Spece et al., 2014, p270).

Notably, trust was only reduced when the patient had a low-risk condition therefore patients
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at high risk are more likely to continue to trust their practitioner. One limitation of the study
was that it lacked real-world context as mock patients may act differently to real patients
whose own health is at stake (Spece et al., 2014 p268-269).

Another study by Rose and colleagues which did involve real-world context suggests that
financial interest disclosure does not erode patient trust, but that failure to disclose conflict
of interest could. Investigators mailed ‘conflict of interest’ disclosure notifications to 1903
patients alongside their appointment letters for Cleveland Clinic in 2015 (Rose et al., 2019).
Twenty-seven practitioners participated, disclosing payments of $20,000 or more from
companies whose products they used in their practice. The study demonstrated that the
disclosure “significantly” improved patients’ knowledge of practitioner financial conflict of
interest with 56% of patients correctly acknowledging their practitioner’s interest. Such
knowledge was found to have a “significant association” with trust (p < .003). Trust was
highest amongst patients who erroneously believed that their practitioner had no financial
conflict of interest. In comparison with this cohort, trust was significantly lower amongst
patients with uncertainty over a practitioner conflict of interest (p = .001). Most tellingly,
the results also indicate that there was no statistical difference between patients who
correctly believed their practitioner held a conflict of interest and those who falsely believed
there was no conflict of interest (p = .22). The study was subject to some limitations, such
as the acknowledgement that since patients already had appointments they may have been
“...motivated to continue to trust their physicians... ” rather than search for an alternative
(Rose et al., 2019, p10). The authors also note that the findings may not be generalizable as
trust in the sample hospital, for example, was particularly high. Nonetheless, whilst the
study appears to contradict the findings of Spece and colleagues, the authors support the
general premise that disclosure of information is important for “...encourag[ing] patients to
play a more active role in their healthcare decisions... ” through informed consent (Rose et
al., 2019, p3). The findings indicate that knowledge of conflict of interest — rather than the
disclosure — has a “significant association” with patient trust (Rose et al., 2019, p10).
Therefore, we can surmise, that a failure to disclose information and, the associated lack of
transparency, could erode trust.

For the purposes of this study, it is suggested that the study by Spece and colleagues most
readily reflects the informed consent process in the UK, which usually involves a discussion
with the practitioner rather than the provision of written information. Furthermore, the study
by Spece relates directly to acceptance of treatment, whereas the study by Rose and

colleagues does not specify whether patients subsequently accepted treatment or whether
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they attended a consultation only (Spece et al., 2014; Rose et al., 2019). Nonetheless, it is
preferrable that further research be undertaken in this area. One consideration could be
whether the provision of a letter offers sufficient comparison to the verbal provision of
information afforded in the study by Spece and colleagues (Spece et al., 2014). Spece and
colleagues argue that “...a substantial portion of patients appear likely to behave differently
once given ... information...”” about practitioners’ financial interest and so patients appear
to attach significance to such information (Spece et al., 2014 p271). Notably, Rose and
colleagues also found patient knowledge of financial interest to have a significant association
with trust (Rose et al., 2019). Itis to this end that Spece and colleagues therefore assert that
such information is “...material to [patient’s] decisions...” and that disclosure of “potent”
financial conflicts of interest should be “...added to the list of presumptively required
disclosures... ” or should be “interpreted as falling within the existing category of “risks”
that presumptively must be required” (Spece et al., 2014, p271, 273). Accordingly, the case
will be made that potent financial interests — namely those which are likely to have great
influence over treatment decisions - would be disclosable under existing UK common law
relating to disclosure of material risks (Spece et al., 2014, p271; Montgomery v Lanarkshire
[2015]).

Physician Disclosure during Consent to Clinical Care

The law pertaining to consent to medical treatment in the UK more commonly lies in the tort
of negligence than in the tort of battery, since the consent process has become a routine part
of practice. Cases which concern pre-treatment advice tend to relate to whether the
practitioner provided sufficient information to allow the patient to make an informed
decision and whether causation can be established (see Table 1).

UK Case Law: Pre-Montgomery

Bolam [1957]

Responsible Body of Medical Opinion Standard. In the mid-1950s, the case
of Bolam v Friern Hospital Management Committee explored the extent of the practitioner’s
duty of care at law. Mr Bolam had not been given muscle relaxants during a course of
electro-convulsive therapy for treatment of mental illness, and subsequently suffered severe
acetabular fractures. The court found that the practitioner had not failed in their duty of care
owed to Mr. Bolam. The House of Lords recognised that whilst some practitioners offered

muscle relaxants, the practice not to offer them was also accepted. Nair J stated that the
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practitioner was not negligent because they had acted “...in accordance with a practice
accepted as proper by a responsible body of medical men skilled in the particular art...”
and that negligence is not established “...merely because there is a body of opinion who
would take a contrary view... ” (Bolam v Friern Hospital Management Committee [1957] at
587). To some extent, this was a policy decision which gave recognition to the existence of
differences of opinion in medical science. Yet it was also reflective of the prevailing
paternalism of the time with the case determining that a body of medical opinion would also
decide what information on risk patients should be told, rather than giving consideration to
what patients believe they need to know in order to fully exercise their rights of self-
determination (Bolam v Friern [1957], at 583; Devaney & Holm, 2018). Legal academics
have described the ruling as overtly deferential to the medical profession (Poole, 2019) and

as one which facilitates a degree of self-regulation therein (Devaney & Holm, 2018).

Sidaway v Board of Governors [1985]

In Sidaway v Board of Governors of the Bethlem Royal Hospital [1985] Mrs Sidaway, was
unsuccessful in her claim for negligent pre-treatment advice. Her neurosurgeon had failed
to warn her of a 1-2% risk of spinal cord damage arising from a surgical procedure to treat
neck pain —a risk which subsequently materialised. The case was brought before the House
of Lords where there were divergent views on whether Bolam remained the correct test to

apply in determining the legal standard of pre-treatment advice.

The Prudent Patient. Lord Scarman contemplated that patient decision-making was
reliant upon a broad range of considerations including *...circumstances, objectives and
values which [the patient] may not make known to the doctor but which may lead him to a
different decision from that suggested by a purely medical opinion... ” (Sidaway v Board of
Governors [1985] at 886). He therefore proposed a ‘prudent patient test’ be applied in order
to recognise the patient’s right to make their own decisions, stating that “...[i]deally, the
court should ask itself whether in the particular circumstances the risk was such that this
particular patient would think it significant if he was told it existed... ” (Sidaway v Board of
Governors [1985] at 888). This statement introduced early considerations of ‘significance’
and the ‘particular patient’. Lord Scarman reasoned that if a patient could suffer harm
resulting from an undisclosed risk, then such risk should have been disclosed by a doctor (or
practitioner) exercising reasonable care in fulfilling their duty of care towards said patient.

The Responsible Doctor. Lord Diplock dissented and, in theorising that

disclosure of unsolicited information could deter patients from undergoing treatments which
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were in their best interests, asserted that the standard of information disclosure should be
judged according to a body of medical opinion in line with the Bolam standard (Sidaway v
Board of Governors [1985] at 891).

The Prudent Doctor, Prudent Patient. Lord Templeman proposed a midway
solution by way of the ‘prudent doctor, prudent patient’ approach. An objective test of
professional judgement according to the Bolam test, set alongside a subjective test which is
applied to the individual patient. Accordingly, there may be greater disclosure if the patient
“...asks in vain for more information or...there is some danger which...requires to be taken
into account... ” so as to ensure the practitioner provides “...sufficient information to enable
the patient to reach a balanced judgement...” (Sidaway v Board of Governors [1985] at
902). This, however, placed the burden upon the patient to ask the relevant questions as
Lord Templeman believed that “...[a]n obligation to give a patient all the information...
[would be] inconsistent with the doctor’s contractual obligation to have regards to the

patient’s best interests...” (Sidaway v Board of Governors [1985] at 904).

Reasonably Prudent Doctor. In offering judgement — and ultimately dismissing
Mrs Sidaway’s claim - Lord Bridge applied a ‘qualified” Bolam test to establish that the
standard of information required was a matter of clinical judgement, and so was reflective
of a ‘reasonably prudent doctor test’. Lord Bridge rejected the claim that patients should be
warned of all risks (Sidaway v Board of Governors [1985] at 897). He did however accept
that it was not necessary to “...hand over to the medical profession the entire question of the
scope of the duty of disclosure... ” and so a qualified Bolam Test should be applied with the
stipulation that the court adopt an oversight role and that doctors must provide honest
answers when asked specific questions pertaining to their treatment (Sidaway v Board of
Governors [1985] at 900).

Bolitho v City and Hackney Health Authority [1998]

The case of Bolitho v City and Hackney Health Authority [1998] relates to negligent failure
to treat and causation rather than negligent non-disclosure, yet its judgement is illustrative
of the dominance Bolam maintained even some forty years later. The House of Lords
considered the case concerning two-year-old Patrick Bolitho admitted to hospital with
breathing difficulties. A doctor who was called via pager did not attend and the child
subsequently died. His mother brought a claim in negligence against the practitioner
claiming that had he been intubated his life would have been saved. It was established that

the doctor failed in their duty of care by not attending Patrick, however the decision turned
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on the issue of causation. The doctor argued that, but for the failure to attend, Patrick would
still have died as she would not have intubated him. Such a decision was in line with practice
considered acceptable by a responsible body of medical opinion as per Bolam the Standard
(Bolam v Friern [1957] at 587). The Law Lords sought to address the apparent deficiencies
in the Bolam standard by adding additional qualifications of logic and reasonableness. Lord
Browne-Wilkinson stated “...if...it can be demonstrated that the professional opinion is not
capable of withstanding logical analysis, the judge is entitled to hold that the body of opinion
IS not reasonable or responsible...” (Bolitho v City [1998] at 243). Nevertheless, the
subsequent application of Bolitho qualification to the Bolam test has been inconsistent
(Samanta & Samanta, 2003; Bolitho v City [1998]; Bolam v Friern [1957]).

Pearce v United Bristol Healthcare Trust [1998]

Shortly after the ruling in Bolitho, the first inkling that the sands were shifting away from
the prevailing paternalistic standard of Bolam became evident in the case of Pearce v United
Bristol Healthcare NHS Trust [1998]. The case was heard in the lower Court of Appeal
where Lord Woolf first introduced the concept of a ‘reasonable patient’ and their right to be
informed of ‘significant’ risk. The case concerned Mrs. Pearce, who had requested labour
induction to advance the delivery of her overdue baby. She was instead advised to await a

natural onset of labour and the baby was subsequently stillborn.

Towards the Reasonable Patient Standard. In bringing a claim for negligent
pre-treatment advice, the court considered that the risk associated with the advice was in the
region of 0.1-0.2%. In offering his judgement, Lord Woolf MR considered the ‘reasonable
patient’ in stating that “...if there is significant risk which would affect the judgement of a
reasonable patient, then in the normal course it is the responsibility of a doctor to inform
the patient of that significant risk... ” (Pearce v United [1998] at 124 as per Woolf MR). On
the interpretation of ‘significant risk” Woolf MR stated that “...it is not possible to take in
precise percentages... ” (Pearce v United [1998] at 124 as per Woolf MR) and that such risk
would be determined by taking account of “...all the relevant considerations...” (Pearce v
United [1998] at 125). The appeal was ultimately dismissed on the grounds that it could not
be established that the risk posed by the additional passage of time represented a significant,
and therefore disclosable risk. (Pearce v United [1998] at 125 as per Woolf MR).

Chester v Afshar [2004]
The case of Chester v Afshar [2004] explored the complexities of causation, a hurdle which

many cases pertaining to information disclosure fail to overcome. On causation, the focus
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shifts from examining the practitioner’s standard of care to addressing what the patient
would have done had they been in possession of the non-disclosed information. In this case,
Miss Chester, a young woman suffering from lower back pain, was referred to neurologist
Dr. Afshar. Surgical intervention was proposed however Miss Chester was not informed of
a 1-2% risk of cauda equina syndrome, which materialised. She argued that had she known

the risk; she would not have consented to undergo the treatment some three days later.

Causation in Medical Negligence. Lords Hoffman and Bingham powerfully
rejected Miss Chester’s claim. Lord Bingham argued that Miss Chester had not satisfied the
court that, ‘but for’ the failure to inform, she would never had undergone the surgery, only
that she would not have consented at that time and therefore undergone the surgery on the
specified day. He explained that whilst the ‘but for’ test was an ordinary test of causation,
itwas “...generally accepted that ...[it] does not provide a comprehensive or exclusive test
of causation in the law of tort [as too often/ ...it gives too expansive an answer ... ”, thus
highlighting that additional tests of causation may be applied (Chester v Afshar [2004] at 8).
Lord Hoffman also agreed that the ordinary test of causation was not satisfied and held that
there were no grounds for a special rule to be applied in this case. However, the three
remaining Law Lords disagreed, finding that a departure from the ordinary test was required
on policy grounds so that a practitioner’s duty to inform would not become a hollow one.

Lord Steyn said

I have come to the conclusion that, as a result of the surgeon’s failure to warn
the patient, she cannot be said to have given informed consent to the surgery
in the full legal sense. Her right to autonomy and dignity can and ought to be
vindicated by a narrow and modest departure from traditional causation
principles (Chester v Afshar [2004] at 24).

The case illustrates that in some circumstances, the contextual difficulties associated with
applying an ordinary test of causation will require adjustments be made to the test; such as
by the application of a series of ‘but for’ tests or by applying a test of ‘material contribution’
(Poole, 2019 p129, 135).> However, the decision to depart from the ordinary test of
causation in Chester was controversial. Mason and Laurie, 2011 suggest that whilst Chester

sought to address the paternalism of Bolam, it perhaps “swings too far in the other direction”

% For example, in Bailey v The Ministry of Defence & Anor [2008] EWCA Civ 883, a question of ‘material
contribution’ was applied instead
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as the harm sustained was more in line with “hurt ... feelings — than ... actual physical
injury” (Mason & Laurie, 2011, s4.138, p 120; Chester v Afshar, 2004; Bolam v Friern
Hospital [1957]). Conversely, it may also be argued that the departure from the ordinary
test which was applied in Chester offers broad consideration of the effect that non-disclosure
of material information has on harm suffered. On such grounds, non-disclosure of potent —
and therefore material — financial interests could arguably satisfy a test of causation under
UK law.

Montgomery v Lanarkshire [2015]

The case of Montgomery v Lanarkshire Health Board [2015] marked a landmark departure
from the paternalistic Bolam standard towards a more patient-centric approach to medical
decision-making (Bolam v Friern [1957]). Mrs Montgomery brought a claim for negligent
non-disclosure to the Supreme Court. The claim centred on the failure to disclose the 9-10%
risk of shoulder dystocia associated with vaginal delivery that Mrs Montgomery was subject
to as a type 1 diabetic mother (Montgomery v Lanarkshire [2015] at 13). The information
had not been disclosed despite Mrs Montgomery raising explicit concerns relating to
complications associated with her diabetes, nor had she been informed of the option of a
caesarean section (Montgomery v Lanarkshire [2015] at 2; 17). The risk of shoulder dystocia
materialised, resulting in a traumatic vaginal birth during which her son was starved of
oxygen and suffered permanent brain damage. In bringing the case on his behalf, the mother
argued that had she been advised of this risk, she would have elected for a caesarean section

and the brain damage her son subsequently sustained would have been avoided.

The ‘Prudent Patient’ Standard. The Supreme Court Justices rejected the stance
taken in Sidaway which placed the burden on the patient to ask the doctor the necessary
questions so as to be informed, describing the proposition as “profoundly unsatisfactory”
(Montgomery v Lanarkshire [2015] at 58). It was recognised that such a standard was
deficient as the patient may not be aware of what questions they need to ask and thus be
placed at a disadvantage. To this end, patients were no longer to be treated as placing
themselves in doctors’ hands but, instead, as autonomous adults capable of understanding
that decision-making involves consideration of risk (Montgomery v Lanarkshire [2015] at

91). This set a new standard which recognised that doctors are under a duty to;

[t]ake reasonable care to ensure that the patient is aware of any material risks involved in
any recommended treatment, and of any reasonable alternative or variant treatment. The test

of materiality is whether, in the circumstances of the particular case, a reasonable person in
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the patient’s position would be likely to attach significance to the risk, or the doctor is or
should reasonably be aware that the particular patient would be likely to attach significance
to it (Montgomery v Lanarkshire [2015] at 87).

The case established that a ‘prudent patient’ test — which gives consideration to materiality
and significance — should be used in determining disclosable information for the purposes
of informed consent (Lee A, 2017). The Supreme Court justices again emphasised that
material risks “...cannot be reduced to percentage...s” as decision-making is often multi-
factorial (Montgomery v Lanarkshire [2015] at 89). Baroness Hale asserted that patients are
“...entitled to take into account [their] own values, [their] own assessment of the
comparative merits [...of a treatment option...]...” and in doing so make an assessment
“...of comparative merits... ” of treatment (Montgomery v Lanarkshire [2015] at 115). In
order to establish the factors relevant to an individual patient there must be dialogue — a
concept which has given rise to shared, or supported, decision-making models (Montgomery
v Lanarkshire [2015] at 90; GMC, 2020; Royal College of Surgeons, 2018). This redefined
legal duty sought to facilitate greater respect for patients’ rights of self-determination and
autonomy by enabling them to make informed choices about their treatment.

Causation. On the matter of causation, Montgomery successfully applied the
ordinary rule of causation without need to adopt the approach in Chester (Montgomery v
Lanarkshire [2015] at 105). The Supreme Court ruled that it would be wrong to determine
the issue of causation according to the claimants “...supposed reaction...if she had been
advised of the minimal risk of a grave consequence...” and instead causation should be
determined according to her “...likely reactions if she had been told of the risk of shoulder
dystocia...” (Montgomery v Lanarkshire [2015] at 103). The court considered that, had
during discussion between patient and practitioner, the patient been informed of the risks,
“dispassionately” and without coercion to adopt the practitioner’s recommended course,
then she “...would probably have elected to be delivered of her baby by caesarean section
[and upon those grounds] is not in dispute that the baby would then have been born
unharmed... ” (Montgomery v Lanarkshire [2015] at 104) Evidence in support of this
decision — namely that the doctor admitted that Mrs Montgomery would have elected for
caesarean section — had been discounted in the lower courts (Montgomery v Lanarkshire,
[2015] at 101-102). The Justices also considered the likely response from other ““...women
in her position... ” would be to opt for a caesarean section. (Montgomery v Lanarkshire
[2015] at 101; 104). This approach to causation was also adopted in case of Webster v

Burton Hospital [2017]). The claimant’s baby - delivered after 40 weeks’ gestation -
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suffered neurological harm which could have been avoided had the birth been induced at
term. In applying the approach to causation adopted in Montgomery, the Court of Appeal
asked whether the mother had been advised of the risks and benefits associated with
managing the latter stages of pregnancy at the 34-week scan, including the option to induce
labour. In finding that the harm sustained could have been avoided, the case re-affirmed the
decision in Montgomery and successfully established causation (Webster v Burton Hospital
[2017]; Montgomery v Lanarkshire [2015]).

Essential Elements of Informed Consent after Montgomery

The key outcomes of the Montgomery ruling (as outlined in Table 1) were considered in the
subsequent case of Duce v Worcestershire Acute NHS Trust [2018]. The case explored the
scope of Montgomery’s prudent patient test and offered further clarification on the
applicability of Chester in establishing causation in “failure to warn” cases (Montgomery v
Lanarkshire [2015]; Chester v Afshar, [2004]). As evidenced by development of the current
standard of informed consent, it is evident that the burden of proof in such cases remain high

(see case law summary in Table 2).

Mrs. Duce brought a case for negligent non-disclosure of risk. The claimant, having suffered
from dysmenorrhea and menorrhagia for several years, elected to undergo a total
hysterectomy and bilateral salpingo-oophorectomy, yet claimed not to have been informed
of the risk of nerve damage and subsequent chronic pain. The complication materialised and
she brought her claim in negligence before the Court of Appeal. Hamblen LJ made the
“fundamental distinction” between the doctor’s role in considering suitable medical
treatment and their subsequent role in disclosing information to the patient for the purposes
of consent, so clarifying informed consent as a two-stage test (Duce v Worcestershire [2018]
at 30, 33). The clarification acknowledged that, within medicine, there may be different
schools of thought (Montgomery v Lanarkshire Health Board [2015]). As such, selection of
investigations and treatment would be considered an exercise of “...professional skill and
judgement... ” for which the Bolam test should apply (Duce v Worcestershire [2018] at 33;
Bolam v Friern [1957]). Subsequent information disclosure during pre-treatment advice
would be considered according to Montgomery’s Reasonable Person Standard (Duce v
Worcestershire [2018] at 33). Duce further clarified additional factors relevant to
materiality, such as “...the odds of the risk materialising; the nature of the risk; the effect its
occurrence would have on the life of the patient; the importance to the patient of the benefits
sought by the treatment; the alternatives available and the risks associated with them...”

(Duce v Worcestershire [2018] at 35). This clarification of materiality includes ‘the odds of
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the risk materialising’ which could expand the criteria for materially relevant, disclosable

information.

Summary of Relevant UK Case Law

UK case law (as outlined in Table 2) demonstrates judicial precedence in setting a strict threshold
for medical negligence cases pertaining to standards of treatment and pre-treatment advice. There
are, however, signs that the tide is continuing to turn - albeit slowly - towards greater patient-
centricity on matters of both materiality and causation. The clarification of materiality in Duce built
upon Montgomery to suggest that where it can be proven that a risk is more likely to occur — such as
through the provision of empirical evidence — then materiality can be confirmed (Duce v
Worcestershire [2018]; Montgomery v Lanarkshire, [2015]). Such empirical evidence could be
derived from studies such as those undertaken by Robertson and colleagues which demonstrate
harmful changes to treatment patterns derive from financial interests and subsequently cause harm
to patients (Robertson et al., 2012). To then establish causation in negligent pre-treatment advice,
the question should turn not what the doctors would have decided to disclose, rather on the advice
which should have been disclosed and what the patient would subsequently have decided to do
(Poole, 2019). This affords greater consideration of the patient; however, the standard is often
difficult for claimants to establish. The courts recognise that it is easy in hindsight to say one would
not have made a certain decision and so they look for “compelling evidence” that the claimant would
have refused such treatment (Poole 2019, p134). The aforementioned study by Spece and colleagues
suggest that disclosure of conflict of interest changes the patient’s likelihood of consenting,
indicating that they attach significance to that information for the purposes of informed consent —a
key argument which could help establish causation linked to non-disclosure of financial interests
(Spece et al., 2014 at 273).

Comparison of Common Law Standard with GMC Guidance Post-Montgomery
Montgomery’s test of materiality stipulates that the practitioner is under a legal duty to
ensure that the patient is made aware of any material risks, with the test of such materiality
being whether a reasonable person in that situation would attach significance to such risk or,
whether the practitioner should reasonably have awareness that the ‘particular patient” would
attach significance to it (Montgomery v Lanarkshire [2015] at 87). However, recent GMC
guidance, outlined in the publication ‘Decision making and Consent’, appears to be at odds
with this legal standard, both in relation to the prudent patient test and the test of materiality
(GMC, 2020).
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Materiality in Relation to the Reasonable Person and the Particular Patient
The Reasonable Person. Recent guidance from the GMC could reflect a lower
threshold for information disclosure than that which is set out in Montgomery (GMC, 2020;
Montgomery v Lanarkshire [2015]). The GMC guidance refers to information which “a
patient” or “the patient” would want to know, rather than Montgomery’s specific reference
to the “reasonable person” or “particular patient” (GMC, 2020; Montgomery v Lanarkshire,
[2015] at 87). The GMC advise practitioners that, in providing information for the purposes

of consent;

12. You should not rely on assumptions about
a. The information a patient might want or need
b. The factors a patient might consider significant
c. The importance a patient might attach to different outcomes” (GMC, 2020,
page 12).

The contemplation of what “a patient” might want, need, or consider significant appears
ambiguous. Under UK law, the ‘reasonable person’ standard is applied. It was first
described during the libel case of McQuire v Western Morning News [1903] as relating to
the “man on the Clapham omnibus”; a standard which has served as a point of reference in
English law ever since (McQuire v Western Morning News [1903] at 109 as per Collins MR).
The ‘man on the Clapham omnibus’ is the theoretical ordinary man, representative of the
person on the street who is reasonable in his judgements and therefore provides a benchmark
against which reasonable action can be measured. Lord Scarman likened his proposed
‘prudent patient’ to ‘the man on the Clapham omnibus’ in Sidaway, thus setting the
reasonable standard of information as that which the reasonable person would expect to be
given (Sidaway v Board of Governors [1985] AC at 889). However, Lord Kerr and Reed
diverged from this approach in Montgomery when they asserted that in exercising reasonable
care in determining which information pertaining to risk should be disclosed, it should be
recognised that “...no woman would, for example, ... likely [be willing] to face the possibility
of a fourth-degree tear, a Zavanelli manoeuvre or a symphysiotomy with equanimity...”
(Montgomery v Lanarkshire [2015], at 94). In considering the collective views of women,
there was a subtle yet important evolution of the reasonable person standard. In continuing
the analogy, the Supreme Court Justices appear to determine reasonableness according to
the collective ‘passengers on the Clapham omnibus’ standard, rather than that of the
individual ‘man on the Clapham omnibus’ (Dunn et al., 2019, p 117; McQuire v Western

Morning News [1903] at 109; Montgomery v Lanarkshire [2015], at 94). This could
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represent a majority assessment of reasonableness. Indeed, Baroness Hale also considers a
majority view in stating that “...[t]hese are risks that any reasonable mother would wish to
take into account in [decision-making] ...in order to balance said risks against benefits in
relation to each eventuality... ”, highlighting a wider interpretation that goes beyond the
individual (Montgomery v Lanarkshire, 2015, at 121). Such majority assessments could be
determined according to empirical evidence of what information patients would expect to
know in the given circumstances. Whilst such an approach has yet to be adopted by courts
- as they remain cautious about retaining the right to go against ‘unreasonable’ popular
opinion - Spece and colleagues argue that the use of empirical evidence could “...shed light
on the question of materiality...” (Dunn et al., 2019, p117; Spece et al., 2014 at p273).
Instead, the GMC’s consideration of what ‘a patient’ might want, need, or consider
significant could reflect the outdated ‘man on the Clapham omnibus’ standard, thus failing
to encapsulate the intricacies of the current legal standard its potential to be interpreted in its
broadest terms (GMC, 2020).

The Particular Patient. One may argue that the GMC’s reference to ‘a patient’
could, instead, be interpreted as reflecting the ‘particular patient’ standard which was also
referred to in Montgomery yet this too is a deficient interpretation of the legal standard
(Montgomery v Lanarkshire [2015] at 87). The ‘particular patient’ caveat requires that
practitioners tailor according to the particular patient. Such information would likely relate
to the patient’s own values and the impact such risk would have upon their life (Montgomery
v Lanarkshire [2015] at 87). In a subsequent section, the GMC goes on to refer to ‘the

patient’ in advising practitioners that;

23. You should usually include the following information when discussing benefits
and harms;
a. Recognised risks of harms that you believe anyone in the patient’s position would

want to know

c. Risks of harm and potential benefits that the patient would consider significant
for any reason

d. Any risk of serious harm, however unlikely it is to occur ....(GMC, 2020, p15).

This may give strength to the argument that the GMC’s guidance be interpreted as reflecting
Montgomery’s ’particular patient’ caveat. Yet, whilst this is undeniably an important aspect

of the test of materiality — indeed, it was further emphasised in Duce, when the court asserted
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that practitioners should consider the “...effect... /that a risk] would have on the life of the
patient... ” (Duce v Worcestershire, 2018 at 35) — it must also be noted that it may undermine
patient autonomy (Dunn et al., 2019). Dunn and colleagues caution that the limitation that
practitioners need only have a ‘reasonable awareness of what a particular patient would
attach significance to’ could be interpreted as placing the onus on patients to make their
practitioner aware of values or concerns that they consider significant (Dunn et al., 2019,
pl15). Relational constructs of autonomy call for dialogue and discussion whereas
‘reasonable awareness’ calls for no such duty to actively develop relationships with patients
in order to determine their values (MacLean A, 2006, p328; Dunn et al., 2019, p115). The
reasonableness caveat in represents a policy decision by the courts to protect practitioners
from “limitless liability” for non-disclosures of apparently insignificant risk (King &
Moutlon, 2006, p 452). Similarly, the ‘reasonable awareness of the particular patient’ caveat
may also limit the patient’s ability to receive the information they may need to make an
informed decision. It is therefore pertinent that the Montgomery test be read in its entirety,
giving recognition to the ’reasonable person’ and ‘particular patient’ standards in their
broadest forms (Montgomery v Lanarkshire [2015], p87). To this end, the GMC guidance
represents an insufficient interpretation of the legal standard which leaves ample room for
misinterpretation which could undermine the intent of Montgomery. Notably, there is a
sharp contrast between the GMC’s guidance and that from Royal College of Surgeons of
England (RCS Eng.) which does reflect the legal standard (GMC, 2020; RCS Eng., 2018).
The RCS Eng. guidance on ‘Supported (or shared) Decision Making’ emphasises the
relational nature of informed consent. It asserts that surgeons are “...no longer the sole
arbiter of determining what risks are material to their patients... ”, instead, “...what will
constitute a material risk will vary from patient to patient ...[therefore] consent has to be
patient-specific... ” (RCS Eng., 2018, p3, pl4). The guidance continues by stating that
“...the discussion has to be tailored to the individual patient ... [which] ...requires time to get
to know the patient well enough to understand their views and values... ” (RCS Eng., 2018,
p4). Ultimately, this guidance better reflects the focus of Montgomery which is to facilitate
the exchange of information between patient and practitioner so that consent be truly
informed and valid (Montgomery v Lanarkshire [2015])

The Reasonable Person-Particular Patient Standard. In appeasing the
reasonable person-particular patient elements of consent, King and Moutlon 2006 suggest
that a two-stage approach to materiality be adopted. Initially, the reasonable person standard
could be used to define the ‘base line’ standard of information to be disclosed to patients

relating to a particular risk (King & Moutlon, 2006). An empirical assessment could be used
132



to determine the nature of such base line of information. Following this disclosure, King
and Moulton assert that practitioners should then engage in a discussion with the patient
which would allow them to identify and “...satisfy [their] subjective needs...” (King &
Moulton, 2006, p 452). Such an approach is supported by the results of a patient survey
conducted by Feldman-Stewart and colleagues. The findings demonstrate that, within a
collective of ‘reasonable people’, there were diverging views which are likely attributable to
differences in personal values and in perception and acceptability of risk (Feldman-Stewart
et al., 2000). Therefore, both aspects of the test are required to ensure individual patients
are sufficiently informed; and empirical evidence could play an important role in facilitating
this.

From Material Risk Back to Significant Risk?

The GMC’s reference to ‘significant factors’ and the ‘importance of outcomes’ rather than
materiality, may also be at odds with the legal standard (GMC 2020, p12, p15) (Montgomery
v Lanarkshire [2015], 87). Whilst terminology such as ‘significant’, ‘important’ and
‘material’ may be interchangeable in general linguistical terms, at law a careful distinction
must be made, as demonstrated by the case law whereby the courts have considered
‘substantial’, ‘significant’ and ‘material’ harm (see Table 2) (GMC, 2020 pl2; 15).
‘Material” may be defined in non-legal terms as that which is “significant” (Oxford English
Dictionary, 2021) or has “an important effect” (Cambridge English Dictionary, 2021). In
legal terms it may defined as “...important...having influence...[or]... [Of being]
...relevant...” (Black’s Law Dictionary). By comparison, the definition of ‘significant’
tends to align with empirical factors. Definitions include that which “...[is] likely to have a
major effect...”, is “...fairly large in amount of quantity...” or that which describes the
“...statistics of, or relating to, observations or occurrences...” (The Free Dictionary, n.d.).
In exploring the tautology of materiality and significance, Madden 2015 describes a
spectrum of legal interpretations of ‘significance” which ranges from “...degree or amount,
[to] probability, and even near certainty...” (Madden, 2015, p233). Therefore,
‘significance’ may be interpreted as a form of measurement which distinguishes it from
materiality and its incorporation of additional factors such as importance and relevance. The
uncertainty surrounding the term ‘significance’ has been cause for extensive judicial

consideration as is summarised in Table 2.

In Sidaway the court described a disclosable risk as that which was “...so great that the
doctor should have appreciated that it would be considered a significant risk... ” (Sidaway

v Board of Governors, 1985 at 900 as per Lord Bridge). Lord Bridge preferred the adjective
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‘substantial’, instructing practitioners to inform patients of “...substantial risk of grave and
adverse consequence... ”, such as that which fell in the region of 10% (Sidaway v Board of
Governors, 1985 at 900). Current GMC guidance - that patient should be informed of
“...[r]ecognised risks of harms that you [the practitioner] believe anyone in the patient’s
position would want to know... ” (GMC, 2020 at p15) - could be interpreted as reflecting the
Sidaway standard. The guidance creates ambiguity on two fronts. Firstly, it relates to
‘recognised risk’ rather than ‘material’ or ‘significant’ risk — which could arguably be
interpreted as risks which are ‘recognised’ as important by the surgeon. Secondly, it relates
back to the aforementioned ‘reasonable person’ (in the patient’s position) standard which
does not consider the ‘particular patient’. This appears to set a standard which is determined
by the practitioner and therefore may promote a standardised form of disclosure. Notably
this position is no longer considered good law as practitioners and patients may diverge on
what is considered a substantial, or even significant, risk. In Wyatt v Curtis [2003], it was

Sedley LJ recognised that:

what is substantial and what is grave are questions on which the doctor’s and the
patient’s perception may differ. To the doctor... [a 1% chance that] ...the patient’s
chickenpox may produce an abnormality in the foetus may...be [neither substantial
nor grave]. To the patient...[such] risk of a potentially catastrophic abnormality
may...be both substantial and grave (Wyatt v Curtis [2003] at 16).

This acknowledgement that a disclosable risk should not be that which is determined by
according to the practitioner’s interpretation of significance marked a judicial shift from
Sidaway (Sidaway v Board of Governors [1985]). The Supreme Court justices in
Montgomery built upon this concept in asserting that risk is not purely related to a patient’s
perception of magnitude nor a doctor’s assessment of significance (Montgomery v
Lanarkshire [2015]). In addressing the relevant standard, the Supreme Court recognised that
‘significant’ and ‘substantial’ have “...different shades of meaning...” (Montgomery v
Lanarkshire [2015], at 66). Ultimately rejecting the adjective ‘substantial’, ‘significant’
was considered to be the more fitting adjective when subsumed within the wider concept of
‘materiality’. Material risk considers that “...a reasonable person in the patient’s position
[or the particular patient] would be likely to attach significance to the risk... ” (Montgomery
v Lanarkshire [2015] at 87). Therefore, the GMC guidance to disclose that which the
practitioner believes the patient would want to know also reflects an inadequate
interpretation of the prevailing legal standard (GMC, 2020 p15). Inasubsequent subsection

of GMC guidance, it appears that greater consideration of the patient is afforded. However,
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in instructing that that information should usually include “.../r/isks of harm...that the
patient would consider significant for any reason... ”, the GMC fails to mention disclosure
of material risk, thus maintaining a narrow interpretation of risk which fails to reflect the
legal standard (GMC, 2020, p15). The Supreme Justices in Montgomery distinguished
materiality as that which “...cannot be reduced to percentages...” in the way which
significance has in the past (Montgomery v Lanarkshire, 2015, at 89). This conclusion
reflects earlier judicial consideration of Lord Scarman’s speech in Sidaway whereby he
explained that patient decision-making goes beyond medical fact — and therefore beyond
empirical considerations of ‘significance’. Instead, it incorporates broader
“...circumstances, objectives, and values [which may not be] ... known to the doctor but
which may lead [the patient] to a different decision... ” than one which is based upon clinical
considerations alone (Sidaway v Board of Governors [1985] at 886; Montgomery v
Lanarkshire [2015] at 45). Accordingly, material risk is both “...fact-sensitive, and sensitive
to the characteristics of the patient... ” (Montgomery v Lanarkshire [2015] at 89). Material
risk affords consideration of the “...significance of a given risk...”, in terms of “...the nature
of the risk, the effect which its occurrence would have upon the life of the patient, the
importance to the patient of the benefits sought to be achieved by the treatment, the
alternatives... ” (Montgomery v Lanarkshire [2015], at 89). Therefore, the GMC’s reference
to ‘significant risk’ alone fails to incorporate those wider patient-sensitive factors which are
required for medical decision-making. Ultimately, the language employed throughout the
GMC guidance fails to reflect the patient-centric approach which Montgomery sought to
promote through considerations such as the ‘reasonable person’, the ‘particular patient’,
‘materiality’ and ‘significance.” Legal materiality reflects an umbrella term which
incorporates factors such as the importance or relevance information has to a patient, in
addition to significance as interpreted in its broadest form (GMC 2020 p12, 15). Whilst the
legal standard has been re-defined in favour of greater patient-centricity; the GMC guidance
suggests this has not yet fully descended into practice. The GMC'’s failure to articulate the
current legal standard leaves practitioners with the erroneous impression that paternalism
continues to prevail. The GMC’s reference to ‘significant’ factors and the ‘recognised risks’
of harm which the practitioner believes the patient would want to know stands in direct
contrast to Montgomery’s materiality rule which requires consideration of the risks that the
particular patient would want to know (Montgomery v Lanarkshire [2015]). To this end, the
current GMC guidelines are insufficient and require strengthening, particularly since the
legal standard is unlikely to be sufficient in solving this problem alone (GMC 2020).
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Summary

Financial Interests as Significant and Material

In the UK. informed consent to medical treatment remains focused upon disclosure of
clinical information despite increasing evidence that many non-clinical factors influence
patient decision-making (Sawicki, 2016). Indeed, financial interests, which are not of a
clinical nature, have been shown to impact upon clinical decision making and clinical
outcomes (Robertson et al., 2012). It is upon these grounds that Berg and colleagues argue
that it would be “...fundamentally unfair to deprive patients of information concerning the
financial pressures that may influence their physician’s treatment decisions...” (Berg, et al.,
2001, at 212). If the ‘reasonable person’ standard in Montgomery is interpreted as adopting
a majority view of materiality, then empirical evidence could be assumed in cases of non-
disclosure (Montgomery v Lanarkshire [2015]). Existing empirical evidence presents a
strong case for ‘potent’ financial interests representing a disclosable material risk under
current UK common law standards. Evidence has shown that financial interests influence
practitioners’ patterns of behaviour ...for the worse...” (Robertson et al., 2012, p456). This
includes the provision of inappropriate and unnecessary treatments. Further evidence
suggests that a “substantial portion” of patients change their behaviour when in receipt of
such information and so may be said to attach significance to it (Spece et al., 2014, p271).
On these grounds, such evidence could be interpreted as representing a majority view that
potent financial interests are material to decision-making. As per King & Moutlon 2006,
such a majority view — in satisfying the reasonable person standard of Montgomery — could
then form the core information required for disclosure. Building upon this, practitioners
should then tailor information to the ‘particular patient’, bearing in mind that materiality
goes beyond percentages — and therefore empirical evidence alone. Such dialogue requires
the practitioner acquire patient-sensitive knowledge to evaluate any additional disclosable
information, which would be facilitated by shared decision-making. Notably, since the non-
disclosure of financial interests was found to be associated with erosion of trust, it may be
argued that increased disclosure of financial interest could potentially re-build trust in the
medical profession (Rose et al., 2019).

Directions for Future Research

The conflicting findings relating to patient behaviour following disclosure of financial
interests indicate that further research is required in this area. Such research would be critical
in enhancing arguments pertaining to both materiality and causation. Spece and colleagues
suggest that a substantial proportion of patients will refuse treatment following a potent

financial interest disclosure, whereas Rose and colleagues found that in the real-world
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setting, patients retained their appointments (Spece et al., 2014; Rose et al., 2019). On the
matter of causation, if the findings by Spece and colleagues were accepted they could
provide “compelling evidence” (Poole 2019, p134) for an ordinary test of causation (Poole,
2019). It could then be argued that ‘but for’ the failure to disclose potent financial interests,
the patient would not have been likely to consent to treatment and the harm would not have
been sustained. As previously explored, in negligent non-disclosure cases, the question of
causation often turns on what information should have been disclosed, yet in Montgomery
causation was determined according to the “...likely reactions [of the claimant] if she had
been told of the risk...” which was determined by giving consideration to the reaction of
women in general (Montgomery v Lanarkshire, 2015 at 103). This approach could,
similarly, reflect a majority approach to causation. The experimental vignette adopted by
Spece and colleagues could be adapted to the given case in order to support causation by
offering an estimation of whether disclosure would have changed the patient’s decision to
accept treatment (Spece et al., 2014, p272). Spece and colleagues suggest employing the
expert witnesses to conduct experimental vignettes which reflect the individual decision the
patient was presented with could represent a ““...promising reform...” (Spece et al., 2014, p
273). UK cases such as Chester and Montgomery have demonstrated that causation often
turns on whether disclosure would have avoided the harm sustained (Chester v Afshar
[2004]; Montgomery v Lanarkshire [2015]). If the patient could successfully demonstrate
that the disclosure of financial risk would have led them to delay treatment, seek a second
opinion or an alternative treatment, then causation may be established (Chester v Afshar,
[2004]; Montgomery v Lanarkshire [2015]). Such empirical evidence could support the
claim of causation, rather than setting the burden of proof purely at the patient’s door. Whilst
in lieu of a test case, uncertainty remains as to how the courts would view such cases, in the
US the courts have recognised a practitioner’s duty to disclosure information which is not
strictly medical-related whereby it represents a factor which may influence the practitioner’s
medical judgement (Moore v Regents [1990] as cited in Sawicki, 2016 p25). However, it is
pertinent to note that the data from Rose and colleagues suggest that in the real-world context
patient behaviour does not change — at least in terms of appointment attendance - following
disclosure. Yet whilst their data suggests that patients continued to trust that their hospital
would “...give [them] all the information [they] need about treatment...”, there is no
evidence to suggest that patients actually elected to then undergo treatment following their
consultations (Rose et al., 2019, p5). Expanding this research to consider whether patients
then underwent treatment would be beneficial. Of further interest is whether patient’s

behaviour changes if information is disclosed verbally compared to receiving the
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information in a letter, thus comparing the findings of the two studies (Spece et al., 2014,
Rose et al. 2019).

It must also be considered as to how far informed consent can be relied upon as a ‘risk-
management mechanism’. On one hand, it may be argued that once practitioners disclose
financial interests and obtain consent in light of a heightened risk that there may, in practice,
be a lowering of the standard of care to which the practitioner is held. Arguably, however,
the Bolam standard — which holds that the standard of care should be that which is in line
with a body of medical opinion — should mitigate against instances whereby care deviates
beyond the norm, such was the case with Paterson and his cleavage-saving mastectomies
(Regina v Paterson [2017]; Bolam [1957]; James, 2020). It is suggested that should
financial interests be accepted as disclosable material risks, then future empirical research
be directed towards establishing whether, or to what extent, such disclosures mitigate against
potential harms. One further limitation of this study lies in the diverse nature of financial
interests. As outlined, it is likely that only those deemed ‘potent’ would be disclosable, with
potency relating to those interests which are likely to have most influence over patterns of
practice. It is likely that, even with such a definition, uncertainty will remain and therefore
future research should also aim to clarify which financial interests which should be directly
disclosed for the purposes of informed consent. However, caution must be employed in
defining potency as, if interpreted too widely, therein lies the risk that patients could be
bombarded with irrelevant information. Lord Templeman’s cautioned that the standard of
information disclosure should not transcend into a deluge of information for the purposes of
discharging a duty (Sidaway v Board of Governors [1985] at 904). Ultimately, a balance
must be struck so as not to overwhelm the decision-making process and undermine the intent

of informed consent.

Finally, as Rose and colleagues highlight, when patients are in the process of arranging or
attending an appointment the ‘cost’ of making alternative arrangements may prove
influential (Rose et al., 2019). In the UK, many patients already face long waiting times for
NHS treatment, therefore patients may feel they have little choice to accept treatment from
the practitioner they are assigned. However, the impact of the recent scandals which have
hit UK healthcare should not be discounted. Therein lies a strong argument in favour of
greater transparency through enhanced information disclosure for informed consent. At the
very least, such transparency may help to rebuild trust, which has been shown to improve
healthcare outcomes (Birkhduer etal., 2017). Furthermore, it is not anticipated that informed

consent is the cure-all solution for the harmful influence of financial interests in healthcare.
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It should, instead, be read alongside the recommended mandatory disclosure and device
registries outlined by the Cumberlege Report (Cumberlege, 2020). Since such practitioner
registries in the US have failed to sufficiently inform patients of financial interests, it is
anticipated that the recognition of potent financial interests as disclosable material risks
would strengthen any legislative provisions introduced into the UK (Cumberlege, 2020)

Conclusion

The current common law standard pertaining to informed consent, as set out in the case of
Montgomery v Lanarkshire [2015], holds that patients must be informed of the material risks
of treatment. The Montgomery test of materiality - which asks whether in the circumstances,
a reasonable person in the patient’s position would attach significance to the risk -
incorporates consideration of various factors, including the magnitude of the risk. This test
of materiality is considered appropriate and should be followed by practitioners, medical
authorities, and future courts however its applicability may be broader than is currently
appreciated. Traditionally, only the risks which are inherent to the treatment are considered
disclosable for the purposes of informed consent yet, evidence suggests that potent financial
interests may also be considered material — and therefore disclosable — under current
common law provisions. Whilst practitioners should uphold the patient’s best interest as
their primary concern in discharging their professional duties, secondary financial interests
have been shown to take precedence in some cases. Empirical evidence supports the theory
that financial interests can change practice patterns for the worse and result in harm to the

patient.

It is also anticipated that the Montgomery materiality rule will bolster the case for causation
in a court of law by considering whether the patient would have reacted differently if they
had been in possession of this information. There is evidence to suggest that patients would
consider such information to be significant for the purposes of informed consent to treatment
and would refuse treatment which was subject to the influence of potent financial interests
—a crucial consideration in establishing causation. A test case is likely required on several
points; to determine whether UK courts would interpret the law as such; to explore whether
the courts would be willing to adopt empirical evidence to support their reasoning on matters
of materiality and causation and, to consider whether the expert witness role could be
expanded to incorporate the undertaking of experimental vignettes. It may be surmised that,
since the courts have demonstrated an evolution towards greater patient-centricity in recent
years, that such an approach may be adopted in future to determine the materiality of conflict

of interest in informed consent to medical treatment.
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Supplementary Tables

Table 1: Summary of Montgomery v Lanarkshire [2015] UKSC 11

Summary of Montgomery v Lanarkshire [2015] UKSC 11

Roles

The Doctor

To take into account medical considerations
and exercise professional skill and
judgement in choice of investigatory or
treatment options. (p.27)

The Patient

To enact the “entitlement to decide on the

risks” (p.27)

The Court

Takes “responsibility for determining the

nature of a person’s rights” (p.27)

Duty

“The doctor is therefore under a duty to take
reasonable care to ensure that the patient is
aware of any material risks involved in any
recommended treatment, and of any
reasonable  alternative  or  variant

treatments” (p.28)

Materiality

“The test of materiality is whether in the
circumstances of the particular case, a
reasonable person in the patient’s position
would be likely to attach significance to the
risk, or the doctor is or should reasonably
be aware that the particular patient would
be likely to attach significance to it.” (p.28)
(See also p.89; significance includes

“magnitude” plus additional factors).

Causation

“If the patient had been informed of all
material risks...if she had known the
probability and magnitude (Severity) of the
risks ..., would she have made a difference

choice, thereby avoiding harm?” (p.105)
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Table 2: Summary of Relevant UK Case Law on Medical Negligence Relating
to Treatment and Pre-Treatment Advice

Summary of Relevant UK Case Law on Medical Negligence
Bolam v Friern Hospital Management Committee [1957] 1 WLR 582

Facts Claim of negligent non-disclosure of information pertaining to

risk and treatment options

Ruling To adopt a ‘Responsible body of medical opinion’ standard in

relation to duty of care.

Key Points e A practitioner is “not guilty of negligence if he has acted
in accordance with a practice accepted as proper by a
responsible body of medical men skilled in thaz art” (at
p585)

e Standard of care and information disclosure determined
by body of medical opinion and not consideration of the
patient.

Sidaway v Board of Governors of the Bethlem Royal Hospital [1985] A.C. 871

Facts Claim of negligent non-disclosure of information pertaining to

1-2% risk from surgery

Ruling To adopt a ‘qualified’ Bolam standard

Key Points e Lord Scarman dissented, preferring a prudent patient
standard be applied (p888, 889)

e However, Lord Bridge delivered the judgement of a
“reasonably prudent doctor” standard (p900)

e Burden upon patients to ask the right questions pertaining
to risk

e Disclosable risk is that which is considered to be a
substantial risk of grave and adverse consequence (at
p898)

Bolitho v City and Hackney Health Authority [1998] 2 AC 232

Facts Claim of negligent failure to treat linked to causation
Ruling To maintain the Bolam Standard with qualifications of reason
and logic.

Link between the failure to act and harm sustained could not be
established, so case failed on causation (p243)
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Key Points

e The Bolam standard prevails with qualification as to
whether a body of opinion is logical and reasonable.

e Ordinary test for causation applied.

Pearce v United Bristol

Healthcare NHS Trust [1998] 48 BMLR 118

Facts Claim of negligent non-disclosure of information pertaining to
0.1-0.2% risk of harm

Ruling The case was unsuccessful however the concept of significant
risk and the reasonable patient were introduced. Significant risk
cannot be determined according to precise percentages (p124)

Key Points Lord Woolf reconsidered the qualified Bolam Test asserting that

“...if there is a significant risk which would affect the judgement
of a reasonable patient, then it is...the responsibility of a doctor

to inform the patient... ” (p124)

Chester v Afshar [2004] UKHL 41

Facts Claim of negligent non-disclosure of information pertaining to
1-2% risk which was linked to causation

Ruling To adapt the ordinary test for causation

Key Points The ordinary ‘but for’ test of causation can be adapted to meet

the complexities of the circumstances

Montgomery v Lanarkshire Health Board [2015] UKSC 11

Facts Claim of negligent non-disclosure of information pertaining risk
and treatment options

Ruling New precedence: To adopt the “reasonable person” and
“particular patient” standard in determining materiality of risk
in informed consent (p87)

Key Points e Patients to be informed of material risks

e Materiality is that which a reasonable person would
attach significance to or what the doctor should
reasonably be aware that a particular patient attaches
significance to

e Reasonable person and particular patient standard

e Material and significant risk (p87)

Causation: considered that had the patient been aware of the

risk, and not the minimal risk of grave consequence would

she have reacted differently
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Duce v Worcestershire Acute Hospitals NHS Trust [2018] EWCA Civ 1307

Facts Claim of negligent non-disclosure of risk

Ruling Clarified the extent of Montgomery’s reach; to be applied only
to information disclosure and not treatment selection

Key Points Established a two-part test to informed consent.

e Standard of care in treatment (and alternative treatment)
selection is to be determined according to Bolam
e Information disclosure to be determined in accordance
with Montgomery (p33)
Causation the court suggests that the departure from the original
test of causation in Chester would be the exception rather than

the rule — the ordinary test should prevail.
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Paper 3

I11. Lessons from the Vaginal Mesh Scandal; Enhancing the Patient-Centric

Approach to Informed Consent for Medical Device Implantation.

Abstract

The vaginal mesh scandal, in which thousands of women were irreversibly maimed by
polypropylene mesh, revealed multi-level failures in medical device regulation and
implantation, demonstrating that patient-centric care has not yet fully transcended from
policy into practice. In law, informed consent is considered by a two-stage test; reasonable
treatment and patient information disclosure. The standard of reasonable treatment is
determined according to that which is deemed acceptable in accordance with a body of
medical opinion. However, such bodies of medical opinion were vulnerable to external
influence from device manufactures. Vaginal mesh manufacturers were found to have had
financial links to research, royal colleges and influential clinicians which then influenced the
basis of the evidence-based practice which often guides such bodies of medical opinion.
According to the Independent Medicines and Medical Device Safety Report, patients’ mesh
complications were also frequently under-reported and patient-based evidence of harm
disregarded. Patients were also not sufficiently informed of the material risks or reasonable
alternatives to mesh, which is required of the second stage of informed consent pertaining to
information disclosure. This paper makes the following recommendations; that conflict of
interest disclosure be mandated; that greater value be afforded to patient-based evidence to
improve evaluation of treatments; and that information disclosure for informed consent
should relate to the risks, benefits and alternatives to the surgical procedure and medical
device. This will ensure that patients can evaluate whether surgeons are offering unbiased
treatment options and are also informed of the potential long-term risks associated with

device implantation.

Introduction

In 2012, the United Kingdom Department of Health published the new policy document No
Decision About Me, Without Me which acknowledged a new era of patient-centric care [1].
The aim was to promote such patient-centric care and improve patient involvement in
healthcare through shared decision-making [1]. It was anticipated that this would improve
care strategies [1]. Such intent was echoed by the General Medical Council’s (GMC)
publication Good Medical Practice which directed doctors to work with patients to attain

better clinical outcomes [2]. However recent high-profile medical device scandals, in which
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patients were harmed by implantable devices, demonstrate that patient-centric care has not
yet fully transcended into practice [3]. The Independent Medicines and Medical Device
Safety Review (IMMDSR) and its subsequent Report “First Do No Harm” revealed that
surgeons frequently failed to listen to patients’ life-altering experiences of mesh implantation
and often under-reported adverse effects [4][5]. Affected patients also claimed to have been
misled or misinformed during the informed consent process [4][5]. This suggests that there
are two main barriers to patient-centric care and informed consent in device implantation
surgery. Firstly, that patient-based evidence of treatment outcomes is often over-looked
despite being a potentially valuable resource for improving healthcare outcomes. Secondly,
that standards of information disclosure for informed consent as per the Montgomery v
Lanarkshire case of March 2015 [6] have yet to fully transcend into practice. The landmark
medical consent case changed legal standards of consent to treatment by recognising that
patients should be told what they want to know about a treatment rather than what a doctor
thinks they should know. It created a new legal duty upon doctors to fully inform patients
of the material risks of treatment, benefits and any viable alternatives when gaining consent
for medical treatment. It is proposed that disclosure of material risks should not be restricted
to risks directly associated with the surgical procedure but should also reference long-term

risks associated with device implantation, such as erosion or toxicity.

Implantable Devices: Lessons from the VVaginal Mesh Scandal

A medical device may be defined as “...an instrument, apparatus, appliance, material or
other article...which is intended by the manufacturer to be used for human beings for the
purpose of diagnosis, prevention, monitoring, treatment or alleviation of disease...” [7].
Pharmaceutical drugs and implantable medical devices share a commonality in that they are
designed to work within the human body. In the European Union (EU), pharmaceuticals
undergo rigorous clinical trials, stringent regulation, and strict post-marketing surveillance.
By comparison, medical devices are often insufficiently tested and may be awarded CE
certification by Notified Bodies with insufficient medical knowledge [8]. Despite the
intention that it address the shortcomings of current EU Medical Device Directives, Bowers
suggests that the anticipated EU Regulation 2017/745 will merely allow manufacturers to
“...specify and justify the level of clinical evidence necessary to demonstrate ... general
safety...” [9][10]. This requirement to submit minimal information will likely maintain the
status-quo of self-regulation amongst device manufacturers and allow unproven and
potentially unsafe devices to be used inside patients [3]. Pharmaceutical manufacturers must
include clinical trial evidence, including risks, on the Summary of Product Characteristics

(SmPC). Yet there is no specification that device manufacturers need disclose all risks in
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corresponding Information for Use (IFU) leaflets. It is also not uncommon for
manufacturers to forego clinical trials altogether if an equivalent device is already on the
market [3]. This was the case for toxic metal-on-metal hip implants and mutilating
transvaginal mesh made from polypropylene [3]. In the 1950s polypropylene was
proclaimed to be the first man-made plastic deemed suitable for implantable medical devices
[11]. Experts have since testified that it is, in fact, an unstable material that never should

have been used inside the human body [3].

Initially used to treat abdominal herniae [4], Johnson & Johnson’s subsidiary company
Ethicon sponsored the research, development, and safety studies into the use of
polypropylene mesh (also known as transvaginal tape) as a treatment for stress urinary
incontinence in 1997 [12]. Having sponsored the research, Ethicon heavily influenced
researchers to report favourable findings [12] Those findings, which were likely subject to
bias, formed the basis of the evidence-based practice which promoted mesh as a treatment
for stress urinary incontinence [12]. Polypropylene mesh was also subsequently indicated
for the treatment of pelvic organ prolapse (POP) [4][12]. Ethicon played an instrumental
role in the promotion of mesh for uro-gynaecological indications [4], yet in 2019 the
company was found guilty of withholding knowledge that their mesh could leave women in
chronic pain [13]. The $41 million Penn State lawsuit heard that the company had
considered suppressing studies showing unfavourable data or those highlighting the potential
for chronic pelvic pain and increased morbidity [13]. Further complications included urinary
and intestinal dysfunction, dyspareunia and mesh-induced-injury of sexual partners [4][14].
Evidence showed that Ethicon also extensively marketed mesh at conferences and provided
surgeons and Royal Colleges with financial incentives [4] [15]. Patient testimony pertaining
to the harm they had suffered was often disregarded by the National Health Service (NHS)
surgeons whose practice was based upon literature which favoured the intervention [4]. In
some cases, women were even referred for psychiatric treatment instead of receiving an
acknowledgement of their symptoms [4]. This is indicative of how a body of medical
opinion may be unduly influenced by industry, conflict of interest or unreliable scientific

evidence.

CLINICAL JUDGEMENT

Conflict of Interest within a Body of Medical Opinion

The General Medical Council publication ‘Good Medical Practice’ advises doctors to
provide efficacious treatments according to existing evidence [2]. This guidance upholds

principles of evidence-based practice which are intended to mitigate paternalism by ensuring
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that treatment options are not based upon outdated or unproven surgical preference but are
instead proven to be safe and efficacious [16]. Evidence-based practice may be defined as
the ““...conscientious, explicit and judicious use of current best evidence to inform decisions
about the care of individual patients...” [17]. In practice, the credibility of evidence is
evaluated according to the source, with quantifiable research considered more credible than
other forms of evidence [17]. However, as will be addressed later, such a pecking-order of
evidence often fails to recognise the value of patient-based evidence, such as treatment
evaluation, patient experience or opinion [17]. As a result, evidence-based practice is a
predominant factor in the treatment patients receive.

Under UK law, informed consent is a two-staged test [18]. The first stage test recognises
that surgeons should exercise professional judgement in evaluating potential treatment
options [19] and the second stage applies the Montgomery test to address the subsequent

information which should be disclosed to patients in seeking their consent [7].

The first test of professional judgement is determined according to the Bolam Test which
states that the standard of care should be in *“...accordance with a practice accepted as proper
by a responsible body of medical men skilled in that particular art..” [19]. Surgeons are
therefore under a legal duty to propose treatments which are accepted as proper by a
responsible body of similarly qualified surgeons. Nair J cautioned that this “.... does not
mean that a medical man can obstinately and pig-headedly carry on with some old technique
if it has been proved to be contrary to what is really substantially the whole of informed
medical opinion...” [19]. Such a caveat recognises that whilst differences in medical
opinion exist, there is an expectation that surgeons should keep up-to-date through evidence
based practice. Since it is not possible to read every relevant published article, clinical
guidelines can provide surgeons with valuable overview of standardised best practice [20].
Notably, the courts may also look to retain some judicial authority over the degree of
professional self-regulation afforded by Bolam, by considering whether a practice is
responsible, reasonable and logical so as to give greater consideration to external opinion
[19] [20]. Yet the application of this is rare, and reliance upon the paternalistic Bolam Test
and evidence-based practice continues [19] [21]. Caution must be applied when assessing
care according to standards of professional judgement, as conflict of interest or external
influence could create confirmation bias. Conflict of interest may be defined as “...a sef of
circumstances that creates a risk that professional judgement or actions regarding a primary
interest will be unduly influenced by a secondary interest” [22]. The Evidence from the

IMMDSR strongly suggests that professional medical judgement relating to vaginal mesh
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may have been clouded by financial ties to industry and biased studies [12][15]. On this

basis, greater priority needs to be given to the interests of patients and their experiences.

Gornall (2018) describes how influential clinicians involved in drafting mesh guidelines may
have been subject to conflict of interest in this way, having received industry funding,
sponsorship and incentives which could have then prejudiced their recommendations [15].
Similarly, Hurwitz (2004) argues that a high percentage of guidelines follow poor quality
information and should not influence legal standards [16]. The IMMDSR also reported that
over the last ten years industry-sponsored studies with conflict of interests dominated the
literature creating a false narrative of vaginal mesh efficacy [4]. Ethicon was just one of
many mesh manufacturers found to have sponsored the influential Royal Colleges and
conferences which are traditionally forums of research dissemination [15]. Such widespread
industry influence can fuel bias and skew judgement of which patients are often unaware.
To this end, Hampton warns that “...guidelines are evidence filtered through opinion...”
[23]. It must be recognised therefore, that external influence may lead to inappropriate

treatments being considered appropriate by a body of medical opinion [19].

Patient-Based Evidence as a Valuable Component of Evidence-Based Practice

A key argument in the UK class action case in 2018 of AH verses various Health Boards
and Manufacturers, was that surgeons had not been aware of the risks associated with mesh
[4][24]. However, patient testimony to the IMMDSR suggests that complications had
largely been ignored [4] and so the use of mesh continued in subsequent patients. Whilst
patient-based evidence is increasingly recognised by the National linstitute for Clinical
Excellence (NICE) [25] and some select areas of practice [26] it has yet to be fully embraced
in surgical practice. Accordingly, there are only three sources of treatment information
available to surgeons; information from the manufacturer; their “...skill and expertise as a
reasonably competent doctor... ”and their obligation to *“...keep abreast of the developments
in the field of medicine in which he practices by, for example, reading articles relating to
treatments...” [24]. Surgeons have a duty to keep up to date, attend meetings and read the
literature to keep abreast of current developments [27]. Yet, as aforementioned, such
information sources may be subject to bias or conflict of interest. A 2015 Cochrane Review
identified a high potential for bias in mesh literature [28]. Arguably, such biased literature
could have eclipsed studies highlighting the risks of mesh. Safety concerns were voiced as
early as as 2007 with reports of erosion and pelvic organ damage yet mesh continued to be
used surgically in England until 2017 [4][14]. Some five years earlier in 2012, the United

States regulator - the Food and Drug Administration (FDA) - had raised concerns over the
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lack of mesh efficacy weighed against significantly increased complications rates compared
to non-mesh alternatives [29]. Such complications included chronic pelvic and vaginal pain,
vaginal constriction and associated dyspareunia which could have severe impact upon
quality of life [14]. Greater emphasis on conflict of interest could ensure a more balanced
playing field for unbiased literature, however the scandal also illustrates the need to

recognise the value of patient-based evidence as integral in improving healthcare outcomes.

New European Regulation 2017/745 aims to ensure patients are heard, and protected, by
creating a device registry to record adverse events [9]. This gives recognition to patient
experience as a form of evidence which is often undervalued in evidence-based practice [17].
In fact, the IMMDSR heard that valuable patient evidence of harm from mesh was often
disregarded by surgeons in favour of the literature [17]. Had greater credibility been
afforded to patient testimony, arguably, change could have come sooner. Wider
incorporation of patient-based evidence could not only help mitigate bias but may also help
to shape professional judgement through the adoption of a truly patient-centric approach to
treatment. In adopting such an approach, patients can potentially inform doctors of their
treatment experiences to reflect a model of mutual respect.

Samanta et al., (2006) suggest that the increasing use of guidelines in litigation could mark
a departure from the professional opinion standard of Bolam towards greater recognition of
external sources of evidence, such as that from patient experience [19] [20]. Patient-based
evidence, which has been shown to correlate with improved healthcare outcomes, could also
be incorporated into the evidence-based practice framework to offer greater appreciation of
what constitutes effective care [30]. Browne et al., (2010) found patient-based evidence can
help to expose problems so that practice can be improved [31]. A systematic review
conducted in 2012 urged clinicians to recognise patient experience rather than to dismiss it
as too subjective or as being non-scientific and without credence [30]. Patient-based
evidence is also increasingly used by the NICE when there is a lack of scientific literature
[25]. Arguably, incorporation of patient-based evidence within evidence-based practice
could safeguard against conflicts of interests by alerting practitioners to poor patient
experience, as was the case with vaginal mesh. One survey found that 71% of women in a
mesh support group required long term analgesia and nearly half had considered suicide as
a direct result of mesh surgery [4]. If such evidence had been incorporated into evidence-
based practice perhaps other women need not have suffered in the same way. Patient-based

evidence may also help rebuild trust. If other patients’ experiences are referred to, at least in
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part, during the informed consent process, patients may feel better equipped to make

treatment decisions.

PATIENT INFORMATION DISCLOSURE

Information Disclosure for Implantable Devices

Campell et al., (2018) describe informed consent as “...perhaps the most important ethical
issue associated with the use of vaginal mesh in prolapse surgery...” [32]. In law, the second
stage of informed consent is that of information disclosure. According to the Supreme Court
ruling in Montgomery, the surgeon is “...under a duty to take reasonable care to ensure that
the patient is aware of any material risks involved in any recommended treatment, and of
any reasonable alternative or variant treatments...” [6]. This places a duty upon surgeons
to inform patients of the material risks, which for these purposes, are those which a
reasonable patient in the same circumstance would attach significance to [6]. The intention
of the court was to rebalance the scales in favour of a more patient-centric model to informed
consent. However, patient testimony suggests that this did not transcend into practice when
obtaining consent for mesh implantation [4]. In the aforementioned 2018 class action, the
Court of Session heard four related cases brought by patients claiming to have suffered harm
as the result of pelvic (vaginal) mesh implantation [24]. The claimants asserted that they
had not adequately been informed of the risks listed on the Prolift IFU [24]. Those risks
include the formation of adhesions, erosion caused by movement of the device and
subsequent laceration of anatomical structures within the pelvic including nerves, blood
vessels and pelvic organs [24]. Rather patients claimed only to have been advised of a
“...small risk of infection...” which is common to most forms of surgery [24]. Considering
the risks listed in the Proflit IFU raises the question of what patient would consent to that
level of risk for a single surgery. The claimants also stated concerns that they were not
informed of potentially life-changing longer-term risks, such as chronic pain, or the still
undetermined risk implanted plastic may have upon fertility or pregnancy in women of
reproductive age [24]. Many women, instead of being warned of the risks, were encouraged
by reassurances that mesh implantation was the ‘gold standard’ treatment; a quick solution
for incontinence that was actually popular with other patients [4]. The court found that
Ethicon had failed in its duty of care relating to the design and manufacture of the product
and so the case and subsequent class action was settled for an undisclosed sum [24]. Yet as
Campell et al., (2018) attest, the scandal highlights ongoing deficiencies in informed consent
which should be recognised and used to improve clinical practice [32]. Whilst the issues
pertaining to the available evidence and conflict of interest have already been described, it

Is pertinent to take this opportunity to reflect upon issues specific to consent for device
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implantation, particularly disclosure of longer-term risks including foreseeable unknown
risk [33].

The Proflift IFU described risks which may result during implantation of the device and
gives recognition to complications such as inflammation, infection and scarring which can
occur in the days and weeks after any surgical procedure [24]. However, the most common
risk of mesh, that of erosion [14], often developed years after surgery was performed,
creating a dormant period [4]. Whilst the IMMDSR heard that some patients had been
informed that perforation could occur during surgery there was little mention of this being a
longer-term risk [4]. Whilst it may be argued that the patient consented to the known risk
of perforation, it is important to differentiate between the modality of such perforation. A
patient may, for example, anticipate that a surgical perforation could be immediately
repaired, or addressed, during the surgery. However, perforation caused by mesh erosion is
likely to create chronic pain and be extremely difficult to repair. The removal of mesh has

been compared to “...getting chewing gum out of hair...” [7].

It is important, therefore, to recognise that information disclosure for consent to surgical
device implantation should include two distinct categories of information. The first category
should include information relating any risks, benefits, and reasonable alternatives to the
surgical procedure itself [12]. The second category should include information relating to
the risks, benefits, and reasonable alternatives to the implantable device. This will give
recognition to the fact that a separate form of risk is linked to the implantable device itself.
Such risk of harm was also evidenced in similar scandals involving metal-on-metal hip
implants and PIP breast implants, both of which caused systemic toxicity in patients [3].
Information relating to the recommended device should include an explanation of the nature
of the device, and any potential benefits relating to that product. The IMMDSR heard that
surgeons had not routinely shown patients device samples which could have supported
shared decision-making by helping patients better understand the nature of the device and
implantation procedure they are consenting to [4]. A crucial part of informed consent is
ensuring patients understand what they are consenting to. Even if risks are unknown due to
lack of long-term studies, patients must be made aware of this so that they can decide
whether, or not, to incur such risk. Cockburn and Faye (2019) propose that disclosure of
material risks for innovative treatment should include unknown or unforeseeable risks,
conflict of interest and potentials for bias [33]. Whilst under UK law surgeons cannot be
expected to warm of unforeseeable unknown risks [18], the authors argue that unknown

harm is foreseeable in the case of innovative medical treatment [33]. Arguably unknown risk
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is foreseeable in the long-term when medical devices — which are essentially foreign bodies
- are implanted into the body. Therefore, disclosure of unknown risks and conflict of interest
can serve to reduce paternalism and simultaneously mitigate against bias. Whilst links with
industry are important for device development, a surgeon’s primary interest should be the
patients. The GMC advise doctors to disclose such conflicts of interest with device
manufacturers, however there is no corresponding legal duty [2]. Patients need to be aware
of conflict of interest so that they themselves can determine whether a doctor’s
recommendations are subject to secondary influence. Arguably, conflict of interest
disclosure should also be a key component of informed consent, allowing patients to evaluate
whether information disclosed to them, particularly relating to risk and benefit, is likely to

have been objectively evaluated by their surgeon.

Conclusion

It is important that in upholding patient-centric care, patients be more fully involved in
shared, or supported, decision making. However, in the selection of reasonable treatments,
a doctor-centric approach endures. The pelvic (vaginal) mesh scandal has revealed that a
body of medical opinion can be influenced by conflict of interest or bias which can cloud
judgements of what is truly in patients’ best interests. Whilst it is unlikely that the courts
will move away from the current Bolam standard, it is proposed that a greater recognition of
patient-based evidence within evidence-based practice could provide a more patient-centric
approach to determining the risks and efficacy of treatments. Furthermore, it is
recommended that information disclosure for medical device implantation relate to any
conflict of interest, the surgical procedure, and the long-term implications of an implanted

device.
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Paper Four

IV. The Case for Persuasion in Parental Informed Consent to Promote

Rational Vaccine Choices

Abstract

There have been calls for mandatory vaccination legislation to be introduced into the United
Kingdom in order to tackle the national and international rise of vaccine-preventable disease.
Whilst some countries have had some success associated with mandatory vaccination
programmes, the Royal College of Paediatrics and Child Health (RCPCH) insist this is not
a suitable option for the United Kingdom, a country which has seen historical opposition to
vaccine mandates. There is a lack of comprehensive data to demonstrate a direct link
between mandatory vaccination legislation and increased uptake. Whilst there are examples
whereby there has been an improvement, some studies suggest that comparable results can
be obtained by strongly recommending vaccinations instead. The RCPCH insist that
Healthcare Workers (HCW) are ideally placed to engage and inform parents to make every
interaction a “vaccine opportunity”. This paper calls for a principled, rational approach to
interpretations of autonomy which underpin parental informed consent. MacLean’s concept
of mutual persuasion could be a vehicle to ensuring parents are suitably informed of both
the material risks associated with vaccine choices and to consider the rationality of their
decisions, whilst ultimately upholding parental autonomy. It is argued that this, alongside
infrastructural improvement, could create a more sustainable, long-term improvement in

childhood vaccination rates in the United Kingdom than mandatory vaccination.

Introduction

Whilst Health Secretary Matt Hancock recently called for the “bold action” of mandatory
vaccination in the United Kingdom [1], there is a lack of comprehensive data to demonstrate
a direct link between mandatory vaccination legislation and increased uptake. Although
there are examples whereby there has been an improvement, some studies suggest that
comparable results can be achieved by strongly recommending vaccinations instead [2][3].
The House of Lords voiced their opposition by stating that ““...mandatory vaccination is not
the way forward...” [4] and instead recommended that healthcare workers [HCW] facilitate
improved vaccine uptake through improved communication with parents [4] [5]. This
mirrors the stance of the Royal College of Paediatrics and Child Health (RCPCH) in calling
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for a “...coordinated approach...” so that “...every contact between a child and healthcare
worker ... be a vaccine opportunity...” [6]. The RCPCH have warned that mandatory
legislation fails to address the underlying cause of poor vaccine-uptake, namely poor
accessibility, and parental anxieties [4] [7] and would likely back-fire to create
“...determined vaccine-refusers...”. The RCPCH have also warned that whilst

“...compulsion may work for some countries, it’s not for us...” [8].

Healthcare workers [HCW] have an opportunity to engage parents on the issue of
vaccination when gaining consent. Informed consent is a fluid, ongoing process and early
discussions about vaccination may commence long before appointments are made. In the
informed consent process, those with capacity consider information to make an autonomous
decision relating to medical intervention. There is no legal requirement for that decision to
be rational [9]. Yet principled interpretations of autonomy concede that autonomous
decisions should also be rational. Whilst irrationality may be acceptable for adult patients
willing to bear the consequences of their own decisions [10], in the case of parental decision-
making on behalf of a child, it is reasonable to argue that a legal duty should exist to facilitate
rationality in parental informed consent. Parental decision-making exists on the premise that
the child’s best interest takes precedence, yet in the case of vaccinations, parents may
struggle to determine those best interests amid the myriad of information and
misinformation. As US Judge Mr. Justice Rutledge once said - “...parents may be free to
become martyrs themselves, but it does not follow that they are free ... to make martyrs of
their children...” [11]. This paper considers a new legal standard, incorporating MacLean’s
model of mutual-persuasion in informed consent, as a way to facilitate rationality in parental
decision-making in issues such as vaccination [9]. When combined with infrastructural
improvement, this could present a more sustainable alternative to mandatory vaccination

whilst upholding parental autonomy [4][12].

The Re-emergence of Vaccine-Preventable Disease

There has been parental suspicion of vaccination ever since Edward Jenner made his
contribution to medical science over 220 years ago. In the mid-to-late 1800s, the original
“anti-vaxxers” - the Anti-Vaccination Leagues - were created to protest against compulsory
vaccination provisions held under the Vaccination Acts of 1853 and 1867. Their right to
conscientious objection — or exemption - was finally recognized in the subsequent Act of
1898 [13] [14]. Such exemption clauses, which are often still incorporated into vaccine
mandates to this day, can threaten to undermine the entire vaccine mandate strategy.

Measles illustrates this point particularly well. Falling confidence in the Measles vaccine,
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and subsequent reduction in uptake, contributed to a 30% global resurgence in Measles cases
in 2018 [15]. In New York State, where the vaccine is mandatory, a community with high
levels of exemption was the source of an outbreak in the Spring of that year, which led to

the declaration of a State of Emergency [16] [17].

When a population acquires a level of immunisation, whether that be through prior exposure
to the pathogen or through immunisation programmes, it reduces the pool of hosts available
to the pathogen. This can reduce transmission and indirectly protect unimmunised members
of society through what is known as ‘herd immunity’. Unimmunised members of society
often include vulnerable groups such as; the immunocompromised, or those who cannot be
vaccinated due to allergy or on account of their age, such as very young children. Measles
is one of the leading causes of global child mortality in the under 5s and can cause severe,
long-term and debilitating complications [7]. In some areas of the UK, coverage with the
first dose of the Measles Mumps and Rubella (MMR-1) triple vaccine plummeted to as low
as 74.3% in 2018-19 [18]. This is of particular concern, as in 2017 when coverage of MMR-
1 fell to 86% in Romania, it was soon followed by deadly measles epidemic which bore
witness to 50,000 cases and 59 deaths [7][19]. Whilst Measles serves as a strong
representation of the consequences of low vaccination coverage, last year uptake across all
routine child vaccines fell in the UK [20]. This included reduced rates of immunisation with
DTaP/IPV/Hib/HepB, also known as the ‘6-in-1° vaccine, leaving children exposed to the
risk of contracting diphtheria, pertussis, tetanus, polio, hepatitis B and disease caused by
Hameophilus Influenzae (Type b) [20].

Parental Rights of Autonomy

For each childhood vaccination to be administered, informed consent must be obtained.
Where a child lacks the requisite capacity, such consent must be sought from those with
parental responsibility [21][22]. The moral authority for parental responsibility «...depends
...[upon] the entirely reasonable supposition that parents will act in the best interests of
their children...” [23]. The legal authority, arising from the Children act 1989 Part 2(2),
upholds such “...rights, duties, powers, responsibilities and authority... ” [24] which should
be used the child’s best interests only. These rights are supported by the European
Convention of Human Rights (ECHR) through Article 8 which upholds “...the right to
respect for private and family life... ” [25]. As a qualified right this can be limited “...such
as is in accordance with the law and is necessary...for the protection of health...or ..the
rights and freedoms of others... ” [26] such as the child, or others in society. The provisions

of Article 8 of the European Convention on Human Rights (ECHR) recognise individual
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rights of autonomy in medical decision-making, yet crucially interpret autonomy in a manner
which must give due consideration to others in society. This reflects a principled, rational

interpretation of autonomy which will be addressed later.

The current legal standard for medical consent, established in Montgomery v Lanarkshire
[2015][27], focuses upon information disclosure with an emphasis upon disclosure of
material risks. Whilst undeniably important, such duty is purely informative. There is no
corresponding duty to ensure decisions are rational. MacLean argues that in order to truly
respect autonomy, decision-makers must consider the rationality of their decisions [9]. On
that basis, MacLean proposes that the decision-making process should include a legal duty
placed upon HCWs to persuade patients to make rational decisions, whilst the patient
ultimately makes the final decision. This, he says, can ensure patients have both fully
understood the material risks and are aware of the rationality of their decision; and that by

doing so offers better protection of autonomy.

Autonomy (‘Auto’ is Greek for ‘self” and ‘nomous’ is law) is a principle of self-governance.
It is central to decision-making, yet its interpretation is subjective. Liberal views of
autonomy, such as presented by Locke, hold that we should be afforded the “...freedom to
order [our] actions...as [we] think fit...without asking leave, or depending on the Will of
any other Man...” [28]. This uninhibited right to freedom considers only self-interests in
decision-making [29], describing the patient’s right to pursue their own ends without medical
interference, or question, even if it seems irrational. Liberal parents will hold their freedom
of thought in highest regard, often considering their parental instinct to be superior to
medical knowledge [29]. Yet such reasoning is fundamentally flawed as it fails to consider
the impact one’s decision may have upon others. We do not exist in isolation, just as disease
does not exist in isolation. Stirrat et al. argue that liberalism fails to recognise bonds of
society and community [30], whilst Mill’s example of a dangerous bridge further illustrates
that we are duty-bound by humanity to at least challenge irrational decisions. He states “...it
would be a great misunderstanding of this doctrine to suppose [that we] should not concern
[ourselves with].. the well-doing or well-being of one another...” [31] . Ultimately a liberal
parent’s decision not to vaccinate their child also does not exist in isolation as it could
eventually impact upon the health of another parent’s immunocompromised child [29] [32].
Under European Law, such liberal constructs of autonomy are also rejected. Parental rights
and those of medical autonomy held under ECHR Article 8 may be limited where they

interfere with the rights of others [26].
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Even Kant’s classical liberalism, which upholds that one is autonomous when their actions
are free from external influence, has a caveat to recognise that individuals are inextricably
bound into the fabric of greater society. Kant’s test of rationality, the categorical imperative
[33], requires one to “...act only according to that maxim by which you can at the same time
will that it should become a universal law...” [34]. This requires the individual decision to
be one which could be intended to be applicable to all, so that we hold ourselves to the same
standards as others. If we therefore accept autonomy as a principled, relational concept
which gives consideration to society, then, as argued by Maclean it “...seems reasonable
that the decision-maker should depend on others for support and assistance...[p]rovided the
responsibility remains with the patient...” [9]. This would enable autonomous parents to
seek support from HCWs in their decision-making. On that basis, it would also be
reasonable to assume that HCWs could support rational autonomous parental decision-
making by offering advice which gives consideration to the universal law. On the issue of
vaccination, HCWs should be able to offer information relating to wider societal impacts of
decisions and in doing so promote rationality. On this basis, informed consent, therefore,
should be more educationally intensive for all involved. For example, in applying Kant’s
maxim; if one parent refused child vaccination, then in applying the test of universal law, all
parents could refuse vaccinations. As a result, diseases could re-emerge in an era of ever-

growing drug resistance, which could put the whole of society at risk.

Maclean goes further to argue that if we are to truly support a principled, rational construct
of autonomy, HCWs should be under a legal duty to go further and persuade patients, or in
this case the parent, on how best to meet a child’s best interests. Persuasion can refer to
influences upon decision making which “...appeal to...self-interest ..[or a/ ...sense of social
obligation...or both...” which can lead to the achievement of a “...collectively valued
goal...” [35]. Such a collectively valued goal would be the health of all children in our

society

Importantly, Anderson et al., recognize that there is a spectrum of treatment pressures from
persuasion to coercion, and the fine line must be recognized in practice [40]. However, at an
individual and public health level, persuasion may be more acceptable, as it recognizes
individual autonomy and concerns whilst putting the case forward for the overall benefits of
a course of action [40]. Furthermore, such supportive persuasion would not amount to
external influence as the parent would retain ultimate responsibility and could, according to
MacLean similarly engage in persuading the HCW [9]. Persuasion should be a ‘two-way

street’, whereby the patient, in demonstrating understanding and rationality could also
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persuade the HCW to consider their perspective. This somewhat reflects the court’s approach
in cases of parental dispute over vaccination whereby the courts have welcomed the chance

to be persuaded by the dissenting parent [41].

Information Disclosure in Informed Consent to Facilitate Best Interests
Decisions

The common law standard pertaining to consent focuses upon whether a doctor adequately
informs the patient [27]. Maclean argues that as a result, the doctor’s duty is to simply
bestow information without influencing by way of professional opinion and so the patient is
left “...to their fate...” [9]. He argues that it is unrealistic to expect information to be relayed
in a way that does not hold some bias; the order of words, the tone of voice and the doctor’s
own research influences and experiences are all likely to combine to influence how the
patient receives and therefore process that information. In Mills v Oxford University
Hospitals NHS Trust [2019] Steyn J accepted that “...zhere should be a dialogue between
the doctor and the patient, and it is important the advice should be comprehensible... ” [42].
One could, therefore, argue that to ensure a patient has understood the information provided
requires a dialogue — one which goes beyond simple disclosure. This amounts to a duty to
ensure the patient has awareness of risk [43]. In accepting the proposition that material risks
are subjective to each patient an open dialogue is key to determining which risks are material.

Such a dialogue should be subject to persuasion from either party.

When confronted with negative information, it is an evolutionary instinct to focus upon risk,
rather than benefits [44]. This is where dialogue and HCW communication skills are vital.
Research has shown that parents do not feel they have enough time to fully discuss their
vaccine concerns [45] and even pro-vaccine parents do not feel they received sufficient
information and often question their choices [46]. Those for whom dialogues with HCWs
are insufficient are more likely to seek their own information, usually from internet sources
or other parents [46]. NHS England chief recently condemned the school gates as the
“...breeding grounds...” for “...vaccine myth...s” [47]. This is the kind of ‘willful
disinformation’ [47] which should be addressed directly through informed consent dialogues
by recognising parental concerns and providing evidence-based information. For those
parents who are complacent [48] engaging in early discussions could be an opportunity for

engagement.

MPs have discussed the need for “...better training of health professionals on what vaccines

are, what they do, how they work and what is in them so that those professionals are ably
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equipped to answer parents’ questions...” [49]. These recommendations reflect the need for
improved information disclosure and trust to reach the Montgomery standard, and beyond.
In the case of vaccination, it is reasonable to conclude that upon a test of materiality - namely
that a reasonable person in that parent’s position would attach significance to that risk — that
the HCW should inform the parent as to the risk of side effects and the risk that non-
vaccination poses in terms of disease and its associated complications. Whilst, in reflecting
a rationalized approach to autonomy, the parent would be informed of the wider risk of
disease in the community, such as that concerning immunocompromised groups, the loss of
herd immunity and the consequential rise of disease re-emergence which could be resistant
to treatments. By providing such information the parent should consider the impact
individual vaccine choices have upon others, which may then induce — not coerce — not only
better determination of their child’s best interests, but a sense of civic duty amongst parents
to have their children vaccinated. Whilst the law recognises that decision making should
be free from coercion, Anderson et al. (2016) consider that persuasion is a more socially
acceptable construct which assists the patient in determining the best course of action to
meet their best interests, whilst retaining the right to decide [40]. This could greatly assist
parents in determining their child’s best interests as vaccine hesitancy often arises from an
uncertainty over the best course of action in order to best serve those best interests of the
child.

Working Together to Determine Best Interests

The GMC advises that “...[d]octors should always act in the best interests of children and
young people...[therefore] assessment of best interests will include...the views of the
child...so far as they can express them, [and]...zhe views of parents...” [50]. This indicates
that the GMC hold that the determination of the child’s best interests may be determined by
parental opinions, which requires active dialogue and a degree of persuasion from the
parents. Yet, as research has shown many parents remain uncertain over whether they hold
the correct views in relation to vaccination. This further raises the issue of whether there
should be an additional legal duty placed upon doctors to persuade parents as to why
vaccination is in the child’s best interests. The State and those employed by it, are duty-
bound to uphold the child’s right to the “...enjoyment of the highest attainable standard of
health...” which includes the duty to “...combat disease...” and “...develop preventive
health care...” according to Article 24 of the United Nations Convention on the Rights of
the Child (UNCRC) [51]. In practice, such a legal duty of persuasion would reflect current
GMC guidance that consent is a “...process of discussion and decision-making...” [36]

rather than the end result of information disclosure alone, which MacLean argues can
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“...abandon ..[patients].. to their choices...” [9]. Enhanced engagement with parents, during
the consent process, can facilitate greater understanding of parents’ values and beliefs. This
will allow HCWs to better support treatment choices and may help avoid the pitfall of
defensive medicine by enhancing, rather than eroding, the practitioner-patient relationship.
At law, there is no obligation for patients to explain irrational treatment choices [10] yet it
may arguably be justifiable for such a new legal duty to require engagement with parents on
irrational choices which may affect a child’s health. Where parents adamantly refuse to
engage, MacLean suggests that the legal duty upon HCWs to support decision-making in
this way, would then be discharged [9]. Whilst determined parental refusal may be a
potential barrier to this approach, recent statistics suggest that the percentage of parents
refusing vaccines fell from 11% in 2015 to 8% in 2019, which could indicate an openness to

persuasion within that demographic [37].

As parents may hold concerns relating to vaccinations, so too may HCWs. This may affect
their ability to meet the legal standard of persuasion. However, existing GMC guidance
advises HCWs not to burden vulnerable patients with personal beliefs. One option may be
to utilize existing guidance for professional conscientious objection. This would enable
HCWs to refer patients on to alternative, more suitable, practitioners when they feel unable
to provide such treatment or evidence-based information [38]. In practice, the legal duty of
persuasion would expand upon the current standards of disclosure in informed consent and
time spent engaging with parents viewed as an investment in both the future health of the
child and wider public health. Such discussions will require HCWSs to have more specialist
knowledge of vaccines, their safety and ongoing post-marketing surveillance. Inrecognizing
that a “...high level of knowledge and a positive attitude to immunization in [HCWs] are
...important determinants in achieving and maintaining high vaccine update...”. Public
Health England (PHE) have already developed a Core Curriculum for Immunisation
Training which ensures “...immunisers are confident, knowledgeable and up-to-date...”
through a process of continuing professional development, evidence-based practice and
revalidation [39].

Where the domestic courts have taken the role of judicial parent on the issue of vaccination,
the priority has been to fulfil the child’s welfare interests [41]. The courts have been clear
they are not there to make judgement as to whether vaccination is a good or bad concept
[41]. However, through careful examination of expert witness testimony [52] and evidence-
based information [53], the judiciary support the normative medical opinion that vaccination

best fulfils the child’s welfare needs by preventing disease. In Re C and F(Children)[2003],
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Sumner J emphasised that“...over 20 million doses of MMR have been delivered in the
United States alone...if there were any real problems they would have emerged...” [52]. The
current precedent, therefore, illustrates that by allowing the child to enjoy the highest
attainable level of health, vaccination meets the best interests of the child [54]. As judicial
parent, the court has access to expert testimony and evidence-based information which many
parents do not. By incorporating a legal duty of persuasion into parental decision-making,
parents are likely to be better informed and educated about vaccine safety and efficacy so

that they too can make decisions which meets their child’s best-interests.

The European countries which have, thus far, implemented mandatory vaccination have
witnessed associated rises in coverage rates. France, which has one of the highest levels of
mistrust in vaccines, witnessed a rise in non-mandatory vaccination uptake following
mandatory vaccination legislation [55]. Whilst it can be difficult to disentangle the effects
of mandatory vaccination from the accompanying persuasive information campaigns, Lévy-
Bruhl et al. (2018) suggest success may stem, not from the mandate itself, but from better
informing parents [55]. This could further support the premise that better communication
with parents could yield the desired results without the need for mandatory vaccine
legislation. A policy of mandatory vaccination may not offer up the same educational
opportunities that informed consent does and could miss the chance for engagement with

parents on these key issues.

Infrastructure to support Vaccine Uptake

Whilst vaccination is voluntary, the aforementioned strategies rely upon engagement
opportunities with parents which will depend upon improved infrastructure. The RCPHC
recommends improvements be made to appointment and reminder systems alongside the
implementation of adequate numbers of well-trained staff to discuss vaccinations with
parents [56]. The necessity for these recommendations were also emphasized in a survey
from the Royal Society for Public Health (RSPH) which recognised appointment issues as
some of the biggest barriers to vaccination [57]. Current NHS IT systems are not robust
enough to manage records and prompt reminders for the complex array of vaccines which
make up the UK vaccination schedule [4][5]. For families with multiple children this current
system represents a logistical barrier to vaccination which is further perpetuated by difficulty
in aligning appointments with time off work and school. Whilst a system of mandatory
vaccination could potentially see unvaccinated children excluded from school, the House of
Lords argue that instead, schools should represent a positive opportunity to trigger vaccine

reminders and catch children who might otherwise fall through the net [4].
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As part of the NHS’s “...wider commitment to digitally transform...”” communication with
patients, social media can be used to “empower the public to take charge of their own health
and care” [58]. This could positively engage parents in order to address vaccine hesitancy.
A recent NHS Digital scheme successfully addressed breast screening hesitancy in a
community through a Facebook group. HCWs used the group to prompt reminders, offer
advice on accessing services and to provide “quality information” to alleviate anxieties. The
scheme resulted in a 12.9% increase in screening [59]. The importance of engaging parents
early was highlighted by Enkel et al (2018) who argue that “...clear, accurate and concise
information backed by quality evidence, must be provided to parents, ideally as early as
pregnancy... ” [44]. Frequent visits to HCWSs during antenatal and post-natal periods present

early opportunities for vaccine discussion [60].

The Department for Health and Social Care (DHSC) and PHE, tasked with developing a
specific strategy to tackle falling MMR coverage, may consider “...other settings outside of
the GP for vaccinations...” [61]. A study by Anderson et al (2014) also showed that patients
want more convenient access to vaccine services and prefer to visit community-based
pharmacies than GP practices [62]. NHS Community Pharmacist Consultation Service aims
to create “...same-day, booked private consultations...” with pharmacists which could
provide convenient and effective access to information and vaccination, saving around 20
million annual GP appointments per year [63] [64]. Further access could be improved
through the creation of specialized consent clinics [65] or utilization of previously successful

mobile screening units [66].

Conclusion

Falling vaccination rates must be addressed if we are to avoid a harmful re-emergence of
devastating childhood diseases. Mandatory vaccination legislation is not a sustainable
solution as it is likely to be undermined by parental mistrust and exemption. Healthcare
Workers are key in the frontline battle of improving vaccine confidence amongst parents
through informed consent. Yet we must consider whether a parental decision-making ought
to be rational. Liberalist constructs of autonomy have falsely led to the belief that decision-
making should be self-serving, whilst principled autonomy requires rational decision-
making, with consideration of others. The law of informed consent should too reflect a more
principled construct of autonomy by including a legal duty to facilitate rationality by
persuading patients to make rational decisions. Such a duty would expand upon the existing

legal duty of information disclosure in informed consent by ensuring consent is a process of
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dialogue with parents, rather than the end result of information sharing. For parents, whose
upmost consideration must be the best interests of their child, such persuasion would
facilitate rational decision-making whilst upholding parental autonomy. Statistics suggest
that the demographic of parental refusers may be falling, however, mandatory vaccination
has the potential to damage parental trust and create more determined vaccine refusers.
Conversely, persuasion is likely to enhance the practitioner-parent relationship, build
confidence and is also likely invoke a sense of civic duty in favour of vaccination to create
sustainable improvements. Supported by recommended infrastructural changes, HCWs
could draw upon existing training opportunities and guidance to develop the skills and

knowledge necessary to meet this new legal standard.
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