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Introduction: Research studies on emergency care in low- and middle-income countries (LMICs) face many ethical 

considerations, including obtaining valid informed consent from vulnerable patients. This study aims to describe 

the body of literature related to the ethical considerations associated with emergency care research in low- and 

middle-income settings. 

Methods: A scoping review was conducted to identify literature published between 2000 and 2020 related to 

ethical considerations associated with emergency care research in the LMIC setting. Titles and abstracts were 

screened in duplicate, and full texts were reviewed and extracted by the principal author. 

Results: In total, 1087 articles were identified and 17 articles were included. Major themes identified in the liter- 

ature included risk versus benefit assessments, patient vulnerabilities, consent, community engagement, clinical 

roles, ancillary care provision, and regulation of research. Alternative models of consent are often used in emer- 

gency care research, including surrogate consent, community consent, and waiver of consent. Challenges and 

best practices with these alternative models of consent in LMICs are discussed. 

Discussion: Gaps remain in the literature describing the ethics of emergency care research in LMICs, including clear 

guidelines for protecting vulnerable patients and designing ethical consent processes. Best practices identified 

include community engagement for designing research studies, identifying acceptable risk profiles, and allocating 

benefits. Continuous and rigorous assessment of the quality of consent is also needed. 
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African relevance 

• Strong, contextually relevant research will enable the development

of resilient emergency care systems in low- to middle-income coun-

tries. However, doing research in LMICs (and Africa), and especially

in emergency care, comes with a series of complex ethical consider-

ations. 

• Describing the ethical considerations previously outlined in associa-

tion with emergency care research in LMICs is an important first step

in providing contextually relevant ethical guidance for researchers. 

• Understanding the gaps in the literature will help inform the devel-

opment of guidelines for ethical engagement and future research. 

ntroduction 

It is estimated that the development of effective emergency care sys-

ems may reduce up to half of the deaths and over a third of disability-

djusted life years in low- and middle-income countries (LMICs) [1] .

esolution 60.22 of the World Health Assembly in 2007 highlighted the
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eed for the development of African emergency care systems [2] . Simi-

arly, Resolution 72.16 in 2019 recognises the importance of emergency

are as a vehicle for universal healthcare access in LMICs [3] . In order

o inform and guide the development of emergency care systems, re-

earch that is contextually relevant to the setting in which the healthcare

nterventions are performed is essential [ 1 , 4 ]. While there remains lim-

ted published emergency care research overall, clinical studies focusing

n LMICs are even more uncommon [ 1 , 4 ]. Conducting emergency care

tudies in LMICs presents even more challenges as healthcare resources

re strained, and the emergency care system is overburdened. Conse-

uently, research becomes a luxury that emergency care services might

ot be able to support. Yet, research in these settings is essential as

MICs carry a disproportionately high burden of emergency conditions

lobally [5] . 

As the importance of emergency care research in LMICs becomes

ecognised, it is essential that good quality ethical guidance is provided

n order to ensure that the interests of participants are protected. Emer-

ency care research studies in LMICs are often ethically complex. Owing

o the patient’s (or surrogate’s) emotional state, physical symptoms, or

ognitive impairment due to injury or illness [6] , obtaining informed
ember 2021 

eration for Emergency Medicine. This is an open access article under the CC 

https://doi.org/10.1016/j.afjem.2021.12.001
http://www.ScienceDirect.com
http://www.elsevier.com/locate/afjem
http://crossmark.crossref.org/dialog/?doi=10.1016/j.afjem.2021.12.001&domain=pdf
mailto:willem.stassen@uct.ac.za
https://doi.org/10.1016/j.afjem.2021.12.001
http://creativecommons.org/licenses/by-nc-nd/4.0/


S. Hirner, C. Saunders and W. Stassen African Journal of Emergency Medicine 12 (2022) 71–76 

c  

[  

L  

s  

r  

F  

m  

r  

s  

o  

b  

v  

f  

v  

r

 

u  

s  

m  

c  

i

M

S

 

2  

e  

o  

w  

s  

r  

T  

f  

s  

i  

r  

c

S

(

(

(

(

 

p  

u  

M

 

t  

i  

e  

e  

2  

f

 

d  

l  

r  

t  

a  

i

D

 

p  

W  

p  

o  

s  

e  

o  

m  

s  

a  

t  

e  

W  

f  

r

 

o  

c  

t  

p

R

 

r  

s  

d  

l  

(

 

(  

t  

o  

i

 

s  

a  

c  

t  

s  

a

D

 

t  

t  

t

 

e  

t  

m  

c  

r  

r  

m  

p  

P  

t  

m  

a

 

p  
onsent in an emergency situation is challenging and often impossible

 7 , 8 ]. For example, a comatose patient is unable to give consent. In an

MIC, it may be difficult to identify a surrogate who can understand the

ituation well enough to give valid consent due to a lack of research-

elated jargon; or cultural norms may threaten the validity of consent.

or example, people from some cultural backgrounds in South Africa

ight respond affirmatively to any question requiring a confirmatory

esponse. Although this might indicate agreement, in some cases, it in-

tead indicates respect for a person in authority. [ 17 ] Due to the nature

f the injury or illness, there may exist a real risk to the patient’s well-

eing should consent or research procedures delay any clinical inter-

entions [8] . This also places the patient at a much higher baseline risk

or poor outcomes and serious adverse events, increasing the patient’s

ulnerability. Vulnerability is also intensified by poor healthcare access,

elative poverty, and a high reliance on the limited care available [9] . 

One of the first logical steps towards providing ethical guidance is to

nderstand the full scope of the ethical considerations associated with

uch research. The aim of this study is, therefore, to describe and sum-

arise the body of literature related to the ethical considerations asso-

iated with the conduct of emergency care research in low- to middle-

ncome settings. 

ethods 

tudy design 

We conducted a scoping review of articles published between 1 June

000 and 31 May 2020 according to an a priori developed search strat-

gy to identify literature related to ethical considerations in the conduct

f emergency care research in LMICs. Studies published before 2000

ere excluded due to feasibility, nascency of emergency care in these

ettings at the turn of the century, and numerous changes to important

esearch ethics codes (such as the Declaration of Helsinki) since 2000.

hese changes might thus affect the relevance of studies published be-

ore 2000. Results are reported in accordance with the PRISMA Exten-

ion for Scoping Reviews (PRISMA-ScR) [10] . A protocol was not reg-

stered for this study. This study was considered exempt from ethical

eview as no human participants were involved, and the literature in-

luded was available in the public domain. 

earch strategy and eligibility criteria 

The search strategy included four elements: 

a) Ethics and ethical considerations 

b) Medical research and clinical trials 

c) Emergency care, including prehospital and facility-based care 

d) Low- and middle-income settings 

A search string was developed for each of these elements using ap-

ropriate keywords and synonyms, and these elements were combined

sing Boolean operators (Appendix 1). The search was conducted using

edline (via PubMed), CINAHL, and Web of Science databases. 

Articles were limited to English articles describing or dealing with

he ethical considerations for any manner of medical research (not lim-

ted by study design), completed in the facility-based or out-of-hospital

mergency care settings in LMICs. Articles published outside of the

mergency care and the LMIC setting, outside of the timeframe (1 June

000 and 31 May 2020), in languages other than English, or where the

ull text was not obtainable, were excluded. 

After the removal of duplicates, an eligibility assessment was con-

ucted independently by two authors (SH, WS) at the title and abstract

evel. Disputes were resolved by a third author (CS). Finally, papers were

eviewed for inclusion based on the full manuscript, with any uncer-

ainties or ambiguity handled by consensus. The reference lists of any

rticles included were also interrogated, and eligibility was determined

n a similar manner. 
72 
ata extraction and analysis 

Information from the included full-text articles was extracted by the

rincipal author (SH) into an Excel spreadsheet (Microsoft Corporation,

ashington, United States) using an a priori data extraction matrix (Ap-

endix 2). Briefly, the extraction matrix included bibliographic details

f the full-texts reviewed, study aims, methodological details such as

etting, study population, and interventions performed, and a detailed

xamination of ethical considerations. The extraction matrix was piloted

n the first five studies by two authors (SH, WS) independently. The

ain themes contained in the literature were derived from several initial

tudies and then revised using data from the extraction process. Here-

fter, themes were refined through frequent debriefing sessions between

he authors. Regarding the expertise of the authors, SH, CS, and WS have

xperience in conducting scoping and literature reviews, while CS and

S have experience in qualitative and quantitative research. WS has

ormal postgraduate education in applied ethics and serves on human

esearch ethics committees. 

As is commensurate with scoping review methodology, a formal risk

f bias assessment was not performed [ 10 , 11 ]. Further, as most in-

luded papers were of conference proceedings, narratives, or commen-

ary, rather than original research, a formal critical appraisal was not

erformed. 

esults 

Our search was conducted on 17 May 2020 and resulted in 1087

ecords for initial review. After removal of duplicates and eligibility

creening, 60 full-text articles were deemed relevant ( Fig. 1 ). Ten ad-

itional articles were considered through interrogation of the reference

ists. Following full-text review, 17 articles were included in this review

Supplementary Table 1). 

The majority of articles originated from the United States of America

 n = 6; 35%), Kenya ( n = 3; 18%), and South Africa ( n = 2; 12%). Au-

hors with LMIC affiliations were among the author list in 71% ( n = 12)

f articles and were first or senior authors in 47% ( n = 8) of articles

ncluded. Publication dates ranged between 2005 and 2019. 

Ethical considerations in emergency care research were grouped into

even main themes ( Table 1 ). These themes included: risk versus benefit

ssessments, patient vulnerabilities, consent, community engagement,

linical roles, ancillary care provision, and research regulation. Much of

he literature dealt with issues related to consent, particularly consent by

urrogates, community-level consent, waivers of consent, and consent

ssessment. 

iscussion 

This study identified several themes regarding ethical considera-

ions associated with the conduct of emergency care research in low-

o middle-income settings, which are discussed in detail below. Where

here exist clear gaps in the literature, these are highlighted. 

Due to the unique environment of emergency care research in LMICs,

levated baseline risks can skew the risk/benefit profile used to assess

raditional clinical research. Greater baseline risks in LMICs stem from

ore underlying vulnerabilities, such as malnutrition, low literacy, and

omorbidities [9] . No clear consensus exists on the acceptable level of

isk in emergency care research in LMICs. The literature identifies that

esearchers are responsible for conducting risk assessment within com-

unities and through continued community engagement; however, best

ractices for conducting risk assessment are not described in detail [12] .

otential risks to research participants and their communities fall into

he categories of physical, psychological, social, and economic. A com-

unity’s definition of risk may include one or more of these categories

nd will be influenced by local norms and culture. 

Patients in LMICs experience intersecting vulnerabilities due to

overty, healthcare access, and lack of power [13] . Most authors agree
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Fig. 1. Flow diagram depicting screening and review process of articles. 
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hat vulnerable participants need to be included in emergency care re-

earch. Failure to enrol these populations could undermine study gener-

lisability and result in increased uncertainty in treating those with the

reatest need [18] . While most authors expressed concern that vulner-

ble populations may be exploited and special protections are needed

 12 , 14–16 ], what constitutes a vulnerable population is not clearly out-

ined. Studies did not describe how to design and employ special pro-

ections, nor did they explore mechanisms of accountability for special

rotection of vulnerable groups. 

Consent is one of the most important considerations for medical re-

earch. In order for an individual to give true informed consent, three el-

ments are necessary: voluntariness, full disclosure of risks and benefits,

nd capacity to consent [28] . The conditions that lead to the need for

mergency care can induce stress which may impair the decision-making

apacity of patients and their surrogates [12] , and in turn, threaten the

alidity of informed consent by calling into question the voluntary na-

ure of the consent and full disclosure of risks and benefits. The literature

eported that patients and surrogates in LMICs face significant barri-

rs to understanding research, including high levels of illiteracy and a

ack of research-related terms in vernacular [17] . In addition, cultural

orms may threaten the validity of consent [17] . Studies also describe

hat researchers are responsible for understanding how local language,

ducation, and understanding of disease aetiology and medical research

ay affect individual and community comprehension of the proposed

esearch and the consent process. 

While solutions such as verbal explanations have been proposed, it

as also been noted that cultural norms may threaten the validity of con-
73 
ent even when obtained by alternate methods. [ 22 ] Since emergency

are researchers in LMICs often originate from high-income countries

hat traditionally have high literacy, use written forms of communica-

ion, and have different cultural traditions around consent; these re-

earchers must carefully examine how they give information, how they

easure the comprehension of this information, and how responses to

uestions of consent should be interpreted within the cultural context

f the population [12] . The literature fails to describe best practices in

esigning and assessing methods of consent, yet the authors are of the

pinion that participatory methods of designing consent processes are

ssential in establishing this on a study-by-study basis. 

In situations where decisions need to be made quickly, patients

an become emotionally and psychologically dependent on health care

roviders, and the validity of informed consent is further threatened

 15 , 18 ]. In order to address this challenge, alternative models of con-

ent may be used. Consent may be obtained from a surrogate, obtained

rom the community, or waived. While the terms deferred, delayed, or

etrospective consent are sometimes used to describe consent models,

onsent cannot be given per se to interventions that have already been

pplied, and participants can only consent to prospectively including

heir data within the study [8] . 

If a patient is unable to provide consent, a surrogate may be asked for

onsent. While literature reports that using this consent model shows re-

pect for societal structures [19] , it may potentially introduce delays to

reatment [24] . LMICs more commonly include surrogate consent provi-

ions compared to a waiver of consent provisions, suggesting that these

ountries may consider surrogate consent preferable to waived consent
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Table 1 

Themes and key messages identified during descriptive analysis of included literature. 

Themes Key messages Number of studies References 

Risk versus benefit assessments How benefits are defined in the context of emergency care research in 

LMICs varies, and these definitions may make research restrictive. 

Research participants in LMICs have a greater baseline risk, and there is 

not a clear consensus on the level of risk acceptable in emergency care 

research. 

5 [ 9 , 12 , 17 , 18 , 25 ] 

Patient vulnerabilities There is an increased prevalence of vulnerable patients in emergency 

care research in LMICs. 

Vulnerable patients need to be included in emergency care research in 

LMICs in order to improve care for these populations. 

9 [ 9 , 12 , 13 , 14 , 15 , 16 , 18 , 22 , 23 ] 

Consent 12 [ 8 , 9 , 12 , 13 , 14 , 15 , 17 , 18 , 20 , 22 , 26 , 27 ] 

Surrogate consent Surrogate decision-makers may experience impaired decision-making 

capacity due to a high emotional and psychological burden and lack of 

health literacy and knowledge. 

A stepwise or continuous consent model may be considered to improve 

the quality of surrogate consent. 

There is no clear consensus on who is the most appropriate surrogate 

decision-maker. 

5 [ 9 , 12 , 14 , 26 , 27 ] 

Community consent Community consent allows consent of members that the community 

denies the right to give consent, which raises questions of the 

appropriate balance of autonomy and risks/benefits between the 

individual and the community. 

4 [ 9 , 14 , 16 , 17 ] 

Waived consent There is international variation in practices and policies regarding 

waived consent. 

Conditions for a waiver of consent vary across countries but include 

that the research could not otherwise be performed and must 

demonstrate an appropriate risk/benefit profile. 

1 [14] 

Consent assessment Assessment of the quality of consent and whether the consent model is 

appropriate is needed. 

2 [ 12 , 17 ] 

Community engagement Communities can be engaged in emergency care research in a variety of 

ways, and formal structuring of community engagement is helpful. 

Engagement of communities in planning research activities is important 

for the fair allocation of benefits and rewards. 

9 [ 1 , 12 , 13 , 14 , 15 , 16 , 20 , 24 , 26 ] 

Clinical roles Therapeutic misconception, when there is a failure to distinguish 

between research and clinical interventions, can be worsened when 

clinicians obtain consent for research trials. 

4 [ 9 , 15 , 17 , 18 ] 

Ancillary care provision Ancillary care provision, or capacity building, can include basic 

infrastructure for healthcare and training personnel and helps ensure 

that research is integrated into health systems. 

6 [ 9 , 12 , 13 , 14 , 15 , 16 ] 

Regulation of research Ideally, research will be approved by a local institution, either a 

research ethics committee or another collaborating institution. 

There is currently a lack of governance for research ethics, and this role 

currently falls on the investigator. 

5 [ 9 , 12 , 13 , 16 , 23 ] 

LMIC: low- and middle-income countries 
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n  
9] . However, the literature does not clearly describe whether surro-

ate consent, community consent, or waived consent is preferable; nor

s clear guidance provided on when which might be more appropriate. 

Multiple authors noted that identifying appropriate surrogate

ecision-makers is also a challenge [19] . Complicating this matter is

he International Conference for Harmonization Good Clinical Practice

ICH GCP) guidelines which provide yet another opinion on the most ap-

ropriate surrogate decision-maker, defining a surrogate as a patient’s

legally accepted representative" [26] . However, it is challenging to ap-

ly this definition in LMICs, since patients here rarely have a legally

cceptable representative [26] . The most appropriate surrogate may be

etermined by social and cultural norms. For example, data suggest that

roceeding with a clinical trial without the father’s permission in cer-

ain communities can result in domestic violence and households being

plit [20] . The literature does not propose methods for identifying the

ost appropriate surrogate decision-maker. 

Community consent allows community leaders to make decisions

bout whether individuals in the community can be included in the re-

earch [16] . The literature reports that in some communities, individu-

ls are denied the right to consent due to social structures (for example,

here only fathers are allowed to give permission for participation).

n these cases, community consent provides a framework for providing

onsent when the father is not present [12] . It is also described that in

ome traditional African cultures, it may be more appropriate to obtain
74 
onsent from the extended family or community rather than the individ-

al [17] . Yet, this model of consent brings into question the appropriate

alance of autonomy (between the community and the individual), es-

ecially if the research participant is vulnerable within the community

16] . In order to implement community consent, representatives of the

ommunity are selected. While studies caution that researchers must

arefully plan how to engage communities to develop a research plan

hat balances risks and benefits between the individual and community,

est practices for engaging communities for emergency care research

re not described in the literature identified [ 9 , 14 ]. Further, methods

or selecting community representatives are not described, neither are

ethods for resolving conflict between community members nor con-

icts between community and participant consent. 

Time pressure often makes it difficult to identify a surrogate decision-

aker. In this situation, consent to participate in research may be

aived. If a patient later regains capacity to consent, assent to include

he patient’s data in the study may be obtained. In the literature, there

s substantial international variation in practices and policies regard-

ng the waiver of informed consent. In some countries, such as Malawi,

here are no ethical guidelines dictating the appropriate use of consent

aivers. In other countries, such as South Africa, waivers must be ap-

roved by a research ethics review committee, with stipulated require-

ents for consideration of a consent waiver [14] . There appears to be

o consensus in the literature regarding what conditions are appropri-
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te for a waiver of consent. In addition, studies fail to specify who is

esponsible for reviewing and monitoring consent waiver practices. 

Literature notes that the quality of consent, including barriers to un-

erstanding consent, community governance and structure, and whether

he consent model being used is appropriate should be continuously as-

essed [ 16 , 22 ]. Studies describe that consent assessment may be car-

ied out by research ethics committees or independent consent monitors

17] . The presence of these committees and monitors in LMICs and their

urrent use is not described. 

Community engagement involves a continuous, bidirectional conver-

ation between the communities and researchers that are not from the

ommunity and may include local research ethics committees, recog-

ised community leaders, and community partnerships. How to plan

ommunity engagement is described as involving a local co-investigator,

hrough national policy, descriptions of plans for community engage-

ent during funding and research ethics committee reviews, guidelines

nd checklists, and training on community engagement at an institu-

ional level [ 13 , 14 , 21 ]. Yet again, literature does not describe how to de-

ermine which communities are of interest in emergency care research,

or exactly what form the engagement should take. 

When clinicians are responsible for consenting participants for re-

earch, this may accentuate a patient’s misconception that participation

n research is likely to provide a benefit. It is noted that in emergency

are research, ethical tensions can be intensified by time limitations,

hich may limit the ability of the researchers to provide detailed infor-

ation and exacerbate power dynamics between physician-researchers

nd patients or their proxies [12] . In addition, participants may have

o other method to access care (for example, specialist care provided

y ancillary health care providers in a low-resource setting). Studies

dentify that ideally, someone other than investigators should obtain

onsent [ 9 , 17 , 18 ]. However, differentiating the roles between investi-

ator and clinician in busy, under-staffed LMIC emergency centres may

ot be practical nor responsible [9] . Solutions to this issue are not pro-

osed in the literature identified in this review. 

Ancillary care provision, building the capacity of a local health sys-

em, can help maximise the long-term benefits of research. Specific

ethods of ancillary care provision are identified, including providing

asic health infrastructure [17] and training personnel, including local

esearch ethics committees [14] , research staff [16] , and health policy-

akers [22] . Research studies may also provide basic infrastructure for

ealthcare in LMICs [22] . Literature reviewed recommends that plans

o build local health system capacity should be described in the pro-

osal phase of the research, and the research team should provide their

wn personnel and materials [17] . Studies note that it is important to

onsider the consequences of withdrawing such personnel and resources

pon study completion; however, examples are not given. The most eth-

cal methods of providing ancillary care are not described, nor how best

o decide which resources ought to be invested in. The authors again

ecommend that transparent engagement with communities is essential

o facilitate this. 

Typically in order to fulfil procedural research, ethics studies involv-

ng human participants are and should be approved by a local ethics

ommittee. However, literature shows that local research ethics com-

ittees in LMICs may not be available or may be underfunded and suffer

rom shortages of staff, training, and institutional support [ 9 , 16 ]. If local

esearch ethics committees are not available, approval for research may

lso be granted from a local collaborating institution and will ideally

nvolve representatives of the participants to be enrolled in the study

13] . 

The literature does not describe who is responsible for ensuring that

esearch ethics are upheld. Governance is lacking in many LMICs, and

ome authors believe that local governments are ineffective [15] . The re-

ponsibility to understand local ethics (including culture, social norms,

nd the hierarchy of decision-making) and to ensure that research is

onducted ethically falls on the investigator [12] . Mechanisms of ac-
 a  

75 
ountability or consequences, especially from foreign funders, are not

escribed. 

It is possible that some ethical considerations are missing from this

eview, especially as no grey literature or published policies were in-

luded. Risk of bias assessment was not performed since most articles

ere descriptive in nature. Further, only English papers were reviewed

nd thus, some literature from LMICs that predominantly do not publish

n English may have been excluded. 

The ethical considerations of emergency care research in LMICs cen-

re around protecting vulnerable populations. Due to international vari-

tion in regulations and lack of governance, the responsibility for de-

igning and implementing ethical research practices falls on the inves-

igator. 

Clear guidelines for designing an ethical emergency care research

tudy in the LMIC setting are lacking. However, in order to be consid-

red ethical, a study must demonstrate an acceptable risk-benefit profile,

et the literature does not clearly describe what risks are acceptable in

mergency care research in LMICs. Including local research ethics com-

ittees and participating in community engagement is considered best

ractice. By working with local individuals and groups, researchers can

dentify acceptable risk profiles for the community and plan for fair al-

ocation of benefits. 

While the literature acknowledges that patients participating in

mergency care research have an increased level of vulnerability, it fails

o identify what protections ought to be instituted for these patients.

ne mechanism for addressing vulnerability is ensuring the validity of

onsent. Many ambiguities remain around this process, including clear

uidelines for a waiver of consent. Best practices for designing consent

rocesses include considerations of how local language, education, and

ultural factors may affect consent processes, including the most ap-

ropriate alternative methods of consent (surrogate consent, commu-

ity consent). Developing models for the continuous assessment of the

uality of consent have also been identified as best practice. When us-

ng alternative models of consent, the most appropriate way to balance

utonomy and the risk/benefit between the individual and community

emains ambiguous. 

Consent is one of the most challenging ethical issues in emergency

are research in LMICs. Processes for identifying surrogate decision-

akers that are aligned with cultural norms and communication chal-

enges will ideally be identified when designing research studies in

MICs. In addition, it is important for consent processes to consider

he psychological dependence that can develop in the emergency care

etting. One best practice identified to address this challenge includes

aving someone other than the investigator obtain consent. 
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