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Example of ethical clearance letter

Ethical declarations in research form an integral part during the submission process of a manuscript to a journal. During the process of submission, there are several questions and statements that you as the author need to respond to before submission. Let us look at all of these one-by-one. Pre-submission considerations related to authorshipBefore
you submit your manuscript to the journal, you need to take into consideration some important aspects of authorship listed below: Ensure that all the authors mentioned in the manuscript have agreed for authorship, read and approved the manuscript, and given consent for submission and subsequent publication of the manuscript. (The authorship
criteria should be based on the ICM]JE guidelines.) The order of authorship must be agreed by all named authors prior to submission.Full names, institutional affiliations, highest degree obtained by the authors, e-mail address (in some cases, ORCiD ID and social media handles - Facebook, Twitter, or LinkedIn) need to be clearly mentioned on the title
page.The corresponding author, who takes full ownership for all the communication related to the manuscript, should be designated and his/her detailed institutional affiliation (including the postal address, telephone number, fax number, and e-mail address) should be provided. Some journals ask for guarantors who may be the same as the
corresponding author or a different person (a senior researcher in the group who oversees the progress of the research work). Depending on what your target journal expects of a guarantor, he/she may be responsible for the integrity of the manuscript (including ethics, data handling, reporting of results, and study conduct), would communicate with
the journal if any technical clarifications related to the manuscript are required, and would handle similar responsibilities. All the authors need to agree on the name(s) included in the Acknowledgement section.Manuscript submission related declarations: When submitting your manuscript to a journal, you need to follow the policies and guidelines of
the journal. Most journals expect authors to declare the following: The manuscript in part or in full has not been submitted or published anywhere. In other words, the authors should ensure that the manuscript is not a duplicate publication.The manuscript will not be submitted elsewhere until the editorial process is completed.If any part of the
manuscript contains previously published content (figures/tables), authors should submit a statement of permission to reproduce the material signed by the author(s) and publishers concerned.When submitting material related to commercial products, it may, in some circumstances, be appropriate for the author to forward a copy of the contribution
to the manufacturers before publication. This is to verify the correctness of the contents of the section in the manuscript that describes the new device/product. Authors should declare any previous or pending publication of the manuscript’s content in any conference proceedings, letters to journals and brief communications, or as pre-prints on
repositories like arXiv, biorXiv, Figshare, etc.Authors should ensure that if the current study’s Abstract has been published in any conferences, it is either not under a copyright or that the embargo period is over. If the Abstract is under copyright protection from the publishers, permission should be sought for re-using the material. In case the
manuscript is a secondary publication i.e. it is a subsequent republication that will be published in two or more journals (in the same or another language), the authors should explicitly declare this. Moreover, they should obtain mutual consent of the journal editors and follow the stipulated guidelines.

If the manuscript is based on a dataset that has been the basis of another manuscript, authors should maintain transparency in such cases. They should declare that by referencing previously published article in the manuscript.If there is a data set associated with the manuscript, provide information about where the data supporting the results or
analyses presented in the paper can be accessed. Where applicable, this should include the hyperlink to publicly archived datasets, DOI, or other persistent identifier associated with the data set(s). Always check the journal’s guidelines for specific templates or style in which this information should be presented. While describing a new software tool/
application, authors should host their project with a recognized open-source repository such as or . Information such as the project name, project home page, operating system(s), programming language, license, and any restrictions to use by non-academics should accompany the manuscript.Statements of ethical approval for studies involving human
subjects and/or animals If your study involves human subjects and/or animals, and also if your manuscript includes case reports/case series, you need to provide the following:Authors must provide the name of the ethical approval committee/Institutional Review Board they have obtained consent from along with approval number/ID.Authors should
specifically mention if a waiver was obtained for the study and reason for the waiver. They should confirm that the study was conducted in accordance with Helsinki Declaration as revised in 2013. Authors must state that written informed consent was obtained from the participants of the study (and the relevant document(s) must be provided when
requested by the journal). If verbal informed consent was obtained, the reason(s) for the absence of written consent must be provided.For case reports/case series involving minor subjects/children/infants, authors should confirm that the statements of written informed consent from legally authorized representatives/parents/guardians are available; if
verbal informed consent was obtained, reasons for this must be mentioned. Since patients have a right to privacy, identifying information (including patients’ images, names, initials, or hospital numbers) should not be included in recordings, written descriptions, or photographs, unless the information is essential for scientific purposes. In any case,
written informed consent from the patient must be obtained for publication of these graphics in print and electronic form. If such consent has not been obtained, personal details of patients in any part of the paper and in any supplementary materials (including illustrations) must be removed before submission.Declarations specific to article typesWe
have looked at the declarations related to manuscript submission and when your study involves human or animal subjects.

OF FICE OF RESEARCH UNIVERSITY
Human Research Ethics Commitles SOUTHERN
PHONE +61 7 4631 2600] BAX +61 74651 5555 UEERSLAND

EMALL ethicsfiug edu. au

2 September 2015

Frs Julie Limde sy

Dear kilie

The LSO Human Research Ethics Commiltee has recently reviewed your responses o the
cond kions placed wpon the ethical appmval for the project outined below. Your proposal is
naow deemed to meet the requirements of the National Staternent on Sthica Condwdt in
Human Reseanch (2007) and full ethical approval has béen granted.

Approval No H1SREA156
F-‘UE'I‘ Tikle | Lnling globad f:cllnmmtl'-'n:- educators Jr;l:' podagogcal change
“Approval date | 3 September 2015
Expiry date 3 September 2018

HREC Decision Approved

The standand conditions of this approval are:

(a2 condud the project strictly In accordanoe with the proposal submetted and
granted ethics approval, including any amendments made to the proposal
required by the HREC

(b  advise {email: ethicsBusg.edu.au) immediately of any complaints or other
issues in relation o the projed which may wamant review of the ethical
approval of the project

{c) make submission for approval of amendments to the approved project
before implementi ng such changas

(al provide a "progress report for every year of approval

{e)  provide a ‘final report® when the project is complete

{f adk e in writing il the project has been discontinued

For (g} to (e} forms are avalable on the US0 ethics website:
R Pewie s adiu s o resasnc by ethicshea o man

Please nobe that failure to comply with the conditions of approval and the Mabional
Staterment (2007) may result in withdrewal of approval for the project.

(The authorship criteria should be based on the ICM]JE guidelines.) The order of authorship must be agreed by all named authors prior to submission.Full names, institutional affiliations, highest degree obtained by the authors, e-mail address (in some cases, ORCiD ID and social media handles - Facebook, Twitter, or LinkedIn) need to be clearly
mentioned on the title page.The corresponding author, who takes full ownership for all the communication related to the manuscript, should be designated and his/her detailed institutional affiliation (including the postal address, telephone number, fax number, and e-mail address) should be provided. Some journals ask for guarantors who may be the
same as the corresponding author or a different person (a senior researcher in the group who oversees the progress of the research work). Depending on what your target journal expects of a guarantor, he/she may be responsible for the integrity of the manuscript (including ethics, data handling, reporting of results, and study conduct), would
communicate with the journal if any technical clarifications related to the manuscript are required, and would handle similar responsibilities. All the authors need to agree on the name(s) included in the Acknowledgement section.Manuscript submission related declarations: When submitting your manuscript to a journal, you need to follow the policies
and guidelines of the journal.

Most journals expect authors to declare the following: The manuscript in part or in full has not been submitted or published anywhere. In other words, the authors should ensure that the manuscript is not a duplicate publication.The manuscript will not be submitted elsewhere until the editorial process is completed.If any part of the manuscript
contains previously published content (figures/tables), authors should submit a statement of permission to reproduce the material signed by the author(s) and publishers concerned.When submitting material related to commercial products, it may, in some circumstances, be appropriate for the author to forward a copy of the contribution to the
manufacturers before publication. This is to verify the correctness of the contents of the section in the manuscript that describes the new device/product. Authors should declare any previous or pending publication of the manuscript’s content in any conference proceedings, letters to journals and brief communications, or as pre-prints on repositories
like arXiv, biorXiv, Figshare, etc.Authors should ensure that if the current study’s Abstract has been published in any conferences, it is either not under a copyright or that the embargo period is over. If the Abstract is under copyright protection from the publishers, permission should be sought for re-using the material. In case the manuscript is a
secondary publication i.e. it is a subsequent republication that will be published in two or more journals (in the same or another language), the authors should explicitly declare this. Moreover, they should obtain mutual consent of the journal editors and follow the stipulated guidelines. If the manuscript is based on a dataset that has been the basis of
another manuscript, authors should maintain transparency in such cases. They should declare that by referencing previously published article in the manuscript.If there is a data set associated with the manuscript, provide information about where the data supporting the results or analyses presented in the paper can be accessed. Where applicable,
this should include the hyperlink to publicly archived datasets, DOI, or other persistent identifier associated with the data set(s). Always check the journal’s guidelines for specific templates or style in which this information should be presented. While describing a new software tool/ application, authors should host their project with a recognized
open-source repository such as or . Information such as the project name, project home page, operating system(s), programming language, license, and any restrictions to use by non-academics should accompany the manuscript.Statements of ethical approval for studies involving human subjects and/or animals If your study involves human subjects
and/or animals, and also if your manuscript includes case reports/case series, you need to provide the following:Authors must provide the name of the ethical approval committee/Institutional Review Board they have obtained consent from along with approval number/ID.Authors should specifically mention if a waiver was obtained for the study and
reason for the waiver. They should confirm that the study was conducted in accordance with Helsinki Declaration as revised in 2013. Authors must state that written informed consent was obtained from the participants of the study (and the relevant document(s) must be provided when requested by the journal).

Example of a covering letter

NHS Ressarch Ethics Comimilies YOLUR ADDRESS
INSERT REC ADDRESS

[INSERT DATE]
Dear Sir or Masdam
[Title of the project]

| wish 10 sutwnit (he above proposed project for ethical revirw by the Research Efhacs

Comemditas. | encloss the fallieaing documisits

= A Signed copy of imy SppHcaton form and the proposal
w Aot from the Birmingham Caty University Faculty of Health Sponsorshg and
Indemnity Commilies, which has reviewed the study. This lofer nchudes o sletamant
abeoait Indemnity insurancg
= Appanditas
Letteds of inmatation 1o pACipans., pahrtaapant eallets and comnddan Banms —
appanids nUMmoaT
Rascarch lodls (lemise) — appendis number
Lettars of Suppon S Baffmisson I aosss. Subjisct o appioval - aphendis
i
& A summary of tha project
« A short version of my CV

«  Othar redovant documants {Semisa)

Yours sncenaly

NAME

Depending on what your target journal expects of a guarantor, he/she may be responsible for the integrity of the manuscript (including ethics, data handling, reporting of results, and study conduct), would communicate with the journal if any technical clarifications related to the manuscript are required, and would handle similar responsibilities.

Arargars

AMNYEXLDHE @l - ETHIDUAL Ul KARANITY

All the authors need to agree on the name(s) included in the Acknowledgement section.Manuscript submission related declarations: When submitting your manuscript to a journal, you need to follow the policies and guidelines of the journal. Most journals expect authors to declare the following: The manuscript in part or in full has not been submitted
or published anywhere. In other words, the authors should ensure that the manuscript is not a duplicate publication.The manuscript will not be submitted elsewhere until the editorial process is completed.If any part of the manuscript contains previously published content (figures/tables), authors should submit a statement of permission to reproduce
the material signed by the author(s) and publishers concerned.When submitting material related to commercial products, it may, in some circumstances, be appropriate for the author to forward a copy of the contribution to the manufacturers before publication. This is to verify the correctness of the contents of the section in the manuscript that
describes the new device/product. Authors should declare any previous or pending publication of the manuscript’s content in any conference proceedings, letters to journals and brief communications, or as pre-prints on repositories like arXiv, biorXiv, Figshare, etc.Authors should ensure that if the current study’s Abstract has been published in any
conferences, it is either not under a copyright or that the embargo period is over. If the Abstract is under copyright protection from the publishers, permission should be sought for re-using the material. In case the manuscript is a secondary publication i.e. it is a subsequent republication that will be published in two or more journals (in the same or
another language), the authors should explicitly declare this. Moreover, they should obtain mutual consent of the journal editors and follow the stipulated guidelines. If the manuscript is based on a dataset that has been the basis of another manuscript, authors should maintain transparency in such cases. They should declare that by referencing
previously published article in the manuscript.If there is a data set associated with the manuscript, provide information about where the data supporting the results or analyses presented in the paper can be accessed. Where applicable, this should include the hyperlink to publicly archived datasets, DOI, or other persistent identifier associated with
the data set(s). Always check the journal’s guidelines for specific templates or style in which this information should be presented. While describing a new software tool/ application, authors should host their project with a recognized open-source repository such as or . Information such as the project name, project home page, operating system(s),



programming language, license, and any restrictions to use by non-academics should accompany the manuscript.Statements of ethical approval for studies involving human subjects and/or animals If your study involves human subjects and/or animals, and also if your manuscript includes case reports/case series, you need to provide the
following:Authors must provide the name of the ethical approval committee/Institutional Review Board they have obtained consent from along with approval number/ID.Authors should specifically mention if a waiver was obtained for the study and reason for the waiver. They should confirm that the study was conducted in accordance with Helsinki
Declaration as revised in 2013. Authors must state that written informed consent was obtained from the participants of the study (and the relevant document(s) must be provided when requested by the journal). If verbal informed consent was obtained, the reason(s) for the absence of written consent must be provided.For case reports/case series
involving minor subjects/children/infants, authors should confirm that the statements of written informed consent from legally authorized representatives/parents/guardians are available; if verbal informed consent was obtained, reasons for this must be mentioned. Since patients have a right to privacy, identifying information (including patients’
images, names, initials, or hospital numbers) should not be included in recordings, written descriptions, or photographs, unless the information is essential for scientific purposes. In any case, written informed consent from the patient must be obtained for publication of these graphics in print and electronic form. If such consent has not been
obtained, personal details of patients in any part of the paper and in any supplementary materials (including illustrations) must be removed before submission.Declarations specific to article typesWe have looked at the declarations related to manuscript submission and when your study involves human or animal subjects.

Let us now turn to specific article types and the declarations you need to prepare when submitting them. 1. Clinical trials: Clinical trials that prospectively assign human participants to one or more health-related interventions to evaluate the effects on health outcomes (such as drugs, surgical procedures, devices, behavioural treatments, dietary
interventions, and process-of-care changes) must conform to CONSORT guidelines. They must provide a confirmation that the guidelines have been followed, which should be submitted with their protocols.For randomized controlled trial, please state the International Standard Randomised Controlled Trial Number (ISRCTN) or the trial registry and
trial registration number recognized by ICMJE or WHO ICTRP. If your clinical trial was not registered or if the registration is not applicable to your study, you must state the reason(s) as to why it was not done. Many journals accept retrospectively registered studies too. Hence, if you have not registered your study prior to starting the trial, you may
do so mid-way or after completion of the study.Since there are several different types of studies, please ensure that your research work conforms to the specific guidelines as specified in EQUATOR Network. For example, case reports must follow CARE Guidelines and observational studies must follow STROBE Guidelines. The respective checklists
must be submitted along with the manuscript during submission.2. Reviews: Reviews do not need any ethical approvals or informed consent. However, many journals do ask the authors to explicitly state the reason as to why they are not required for the sake of transparency. Other important declarations related to funding, conflicts of interest, and
moreApart from the declarations we have discussed, there are others that authors need to consider. Let us take a look at them:1. Describing new taxa: Authors must provide relevant documents and unique digital identifier for manuscripts that describe new taxa or species. They should also declare that the relevant guidelines have been followed for
algae, fungi and plants, zoological taxa, bacteria, and viruses. Registration numbers for the new species (for e.g. from MycoBank for fungi or ZooBank for zoological species) should be stated in the manuscript.

New virus names should be sent to the relevant study groups for consideration before publication in a journal.

S0AS, UNIVERSITY OF LONDON
RISK ASSESSMENT AND ETHICAL CLEARANCE
For UNDERGRADUATE and
POSTGRADUATE TAUGHT STUDENTS
UNDERTAKING PRIMARY RESEARCH

Guidance notes

This form is divided into twa Sections: Section A consiits of the request from a student on a
taught course ta be permitted to undertake primary research; Section B is the response of
the Department 1o that request

The form is not required for students undertaking secondary research, that is to say
research based on the analysis or reanalysis of materials demonsirably in the public domain.
For the purpose of ethical approval, all other types of research are deemed primary
research, Your supervisor will help you decide whether your research involves primary
reseanch; il in any doubt a1 all whether your research i primary then complete this form,

Section A s divided into three Parts.
In Part |, which i mandatory, students must provide a general overview of their progect.

Part Il &5 a risk addesament, All students planning Lo carry out réseanch away from London
rust complete this part

Part Il 5 the ethical clearance section

Please note 1) that covert research will not be permitted under any circumstances; 2) that to
be permitted 1o undertake any primary rétearch invobaing research subjects, the student

miust provide for approval the consent form 1o be presented to inteniewees. While for the
ethical chearance process we reguing this 1o be in English, provision should be made for
translating it into local languages where appropriate, it should be noted that official
interviewees. That ks, persons who will be interviewed as representatives of their

organisations = non-govermnmental, governmental, private, el - must return a signed copy
of the form unless in exceplional circumstances.

It may happen that individual intendewess, who are not acting as organisational
representatives, may ask to give verbal consent only, in which case their names should not
be registered on a written form since this could cause them problems. For these pecple an
Information sheet about the project and interviewees' rights should be provided in the local
Fanguage including local contact information. This should be read out to each intEndewes
who must be green time 1o assmidate the informatbon and ask guestions. This infarmation
sheet is essentially the consent form without the signatune section

Pre-submission considerations related to authorshipBefore you submit your manuscript to the journal, you need to take into consideration some important aspects of authorship listed below: Ensure that all the authors mentioned in the manuscript have agreed for authorship, read and approved the manuscript, and given consent for submission and
subsequent publication of the manuscript. (The authorship criteria should be based on the ICMJE guidelines.) The order of authorship must be agreed by all named authors prior to submission.Full names, institutional affiliations, highest degree obtained by the authors, e-mail address (in some cases, ORCiD ID and social media handles - Facebook,
Twitter, or LinkedIn) need to be clearly mentioned on the title page.The corresponding author, who takes full ownership for all the communication related to the manuscript, should be designated and his/her detailed institutional affiliation (including the postal address, telephone number, fax number, and e-mail address) should be provided. Some
journals ask for guarantors who may be the same as the corresponding author or a different person (a senior researcher in the group who oversees the progress of the research work). Depending on what your target journal expects of a guarantor, he/she may be responsible for the integrity of the manuscript (including ethics, data handling, reporting
of results, and study conduct), would communicate with the journal if any technical clarifications related to the manuscript are required, and would handle similar responsibilities. All the authors need to agree on the name(s) included in the Acknowledgement section.Manuscript submission related declarations: When submitting your manuscript to a
journal, you need to follow the policies and guidelines of the journal. Most journals expect authors to declare the following: The manuscript in part or in full has not been submitted or published anywhere. In other words, the authors should ensure that the manuscript is not a duplicate publication.The manuscript will not be submitted elsewhere until
the editorial process is completed.If any part of the manuscript contains previously published content (figures/tables), authors should submit a statement of permission to reproduce the material signed by the author(s) and publishers concerned.When submitting material related to commercial products, it may, in some circumstances, be appropriate
for the author to forward a copy of the contribution to the manufacturers before publication. This is to verify the correctness of the contents of the section in the manuscript that describes the new device/product. Authors should declare any previous or pending publication of the manuscript’s content in any conference proceedings, letters to journals
and brief communications, or as pre-prints on repositories like arXiv, biorXiv, Figshare, etc.Authors should ensure that if the current study’s Abstract has been published in any conferences, it is either not under a copyright or that the embargo period is over. If the Abstract is under copyright protection from the publishers, permission should be
sought for re-using the material. In case the manuscript is a secondary publication i.e. it is a subsequent republication that will be published in two or more journals (in the same or another language), the authors should explicitly declare this. Moreover, they should obtain mutual consent of the journal editors and follow the stipulated guidelines. If the
manuscript is based on a dataset that has been the basis of another manuscript, authors should maintain transparency in such cases. They should declare that by referencing previously published article in the manuscript.If there is a data set associated with the manuscript, provide information about where the data supporting the results or analyses
presented in the paper can be accessed. Where applicable, this should include the hyperlink to publicly archived datasets, DOI, or other persistent identifier associated with the data set(s). Always check the journal’s guidelines for specific templates or style in which this information should be presented. While describing a new software tool/
application, authors should host their project with a recognized open-source repository such as or .

Request for Medical Clearance W] CEl l"(il

DOCTOR BERKLEY HALL
B3 WEST VALERC1A

TUCEON, AZ BST0S
P! (5D 8126718
F: [Sh)} WT-5097
James Brett Boren
duly 8, 2012 Patient Name

Dear DOCTOR BERKLEY HALL

The above nume patient has indicated that vou ane his Cher physician,

Thie p._'||;i|,-r|| has indicated a medical |'||l-.|‘.u'.'!,' of the following: indigesteon

and 1= taking the following medications: pdenct

Our patient will require the following dental procedures:

[ Root Mansing & Lealing

] Extractions

[F Periodontal treatment or Frophylaxis

Endodontic Therapy

Bestoritive work

[ Oral Surgery

Local ancsthetic with epinephnne
Before beginning dental treatment of amy kind, we will reguire your confirmation specifying any pre-
cautions or contraindications that will interfere with the dendal treatment. Please list therm hene
1§ |,~r|_--n|4_1|i-:'.1:u|:1. = |'|.'|'|l|ird_'|:!_ p!l,',,'m: lict nms Romwiw yOuT recommendation for the '|_1m-u'ripri-;-|'|

By Viagaia 3 x aly

Dactor's Sigmatune:

PMlease =end your respamse via email ot offisstopencansdintal opm or via fax atb (520) 8126756, 1 hank
you for your time. 1F you have any questions or conoems, please feel free to contact our office,
Sincenely,

Berkley Hall, DMD

EH WEST VALENCLA

TUCHDn, A BRI

P (550 BE24T38

Fi pig) d 43T

waw.opencarsdental.com CFFICE@OPENCAREDENTAL COM

(The authorship criteria should be based on the ICM]JE guidelines.) The order of authorship must be agreed by all named authors prior to submission.Full names, institutional affiliations, highest degree obtained by the authors, e-mail address (in some cases, ORCiD ID and social media handles - Facebook, Twitter, or LinkedIn) need to be clearly
mentioned on the title page.The corresponding author, who takes full ownership for all the communication related to the manuscript, should be designated and his/her detailed institutional affiliation (including the postal address, telephone number, fax number, and e-mail address) should be provided. Some journals ask for guarantors who may be the
same as the corresponding author or a different person (a senior researcher in the group who oversees the progress of the research work). Depending on what your target journal expects of a guarantor, he/she may be responsible for the integrity of the manuscript (including ethics, data handling, reporting of results, and study conduct), would
communicate with the journal if any technical clarifications related to the manuscript are required, and would handle similar responsibilities. All the authors need to agree on the name(s) included in the Acknowledgement section.Manuscript submission related declarations: When submitting your manuscript to a journal, you need to follow the policies
and guidelines of the journal. Most journals expect authors to declare the following: The manuscript in part or in full has not been submitted or published anywhere. In other words, the authors should ensure that the manuscript is not a duplicate publication.The manuscript will not be submitted elsewhere until the editorial process is completed.If any
part of the manuscript contains previously published content (figures/tables), authors should submit a statement of permission to reproduce the material signed by the author(s) and publishers concerned.When submitting material related to commercial products, it may, in some circumstances, be appropriate for the author to forward a copy of the
contribution to the manufacturers before publication. This is to verify the correctness of the contents of the section in the manuscript that describes the new device/product. Authors should declare any previous or pending publication of the manuscript’s content in any conference proceedings, letters to journals and brief communications, or as pre-
prints on repositories like arXiv, biorXiv, Figshare, etc.Authors should ensure that if the current study’s Abstract has been published in any conferences, it is either not under a copyright or that the embargo period is over. If the Abstract is under copyright protection from the publishers, permission should be sought for re-using the material. In case
the manuscript is a secondary publication i.e. it is a subsequent republication that will be published in two or more journals (in the same or another language), the authors should explicitly declare this. Moreover, they should obtain mutual consent of the journal editors and follow the stipulated guidelines. If the manuscript is based on a dataset that
has been the basis of another manuscript, authors should maintain transparency in such cases. They should declare that by referencing previously published article in the manuscript.If there is a data set associated with the manuscript, provide information about where the data supporting the results or analyses presented in the paper can be
accessed. Where applicable, this should include the hyperlink to publicly archived datasets, DOI, or other persistent identifier associated with the data set(s). Always check the journal’s guidelines for specific templates or style in which this information should be presented. While describing a new software tool/ application, authors should host their
project with a recognized open-source repository such as or . Information such as the project name, project home page, operating system(s), programming language, license, and any restrictions to use by non-academics should accompany the manuscript.Statements of ethical approval for studies involving human subjects and/or animals If your study
involves human subjects and/or animals, and also if your manuscript includes case reports/case series, you need to provide the following:Authors must provide the name of the ethical approval committee/Institutional Review Board they have obtained consent from along with approval number/ID.Authors should specifically mention if a waiver was
obtained for the study and reason for the waiver. They should confirm that the study was conducted in accordance with Helsinki Declaration as revised in 2013. Authors must state that written informed consent was obtained from the participants of the study (and the relevant document(s) must be provided when requested by the journal). If verbal
informed consent was obtained, the reason(s) for the absence of written consent must be provided.For case reports/case series involving minor subjects/children/infants, authors should confirm that the statements of written informed consent from legally authorized representatives/parents/guardians are available; if verbal informed consent was
obtained, reasons for this must be mentioned.
Since patients have a right to privacy, identifying information (including patients’ images, names, initials, or hospital numbers) should not be included in recordings, written descriptions, or photographs, unless the information is essential for scientific purposes. In any case, written informed consent from the patient must be obtained for publication of
these graphics in print and electronic form. If such consent has not been obtained, personal details of patients in any part of the paper and in any supplementary materials (including illustrations) must be removed before submission.Declarations specific to article typesWe have looked at the declarations related to manuscript submission and when
your study involves human or animal subjects. Let us now turn to specific article types and the declarations you need to prepare when submitting them.

1. Clinical trials: Clinical trials that prospectively assign human participants to one or more health-related interventions to evaluate the effects on health outcomes (such as drugs, surgical procedures, devices, behavioural treatments, dietary interventions, and process-of-care changes) must conform to CONSORT guidelines. They must provide a
confirmation that the guidelines have been followed, which should be submitted with their protocols.For randomized controlled trial, please state the International Standard Randomised Controlled Trial Number (ISRCTN) or the trial registry and trial registration number recognized by ICM]JE or WHO ICTRP.

If your clinical trial was not registered or if the registration is not applicable to your study, you must state the reason(s) as to why it was not done. Many journals accept retrospectively registered studies too. Hence, if you have not registered your study prior to starting the trial, you may do so mid-way or after completion of the study.Since there are
several different types of studies, please ensure that your research work conforms to the specific guidelines as specified in EQUATOR Network. For example, case reports must follow CARE Guidelines and observational studies must follow STROBE Guidelines. The respective checklists must be submitted along with the manuscript during
submission.2. Reviews: Reviews do not need any ethical approvals or informed consent.
However, many journals do ask the authors to explicitly state the reason as to why they are not required for the sake of transparency. Other important declarations related to funding, conflicts of interest, and moreApart from the declarations we have discussed, there are others that authors need to consider. Let us take a look at them:1.
Describing new taxa: Authors must provide relevant documents and unique digital identifier for manuscripts that describe new taxa or species. They should also declare that the relevant guidelines have been followed for algae, fungi and plants, zoological taxa, bacteria, and viruses. Registration numbers for the new species (for e.g. from MycoBank
for fungi or ZooBank for zoological species) should be stated in the manuscript. New virus names should be sent to the relevant study groups for consideration before publication in a journal. 2. Authors’ contribution: The individual contributions of authors to the research work and writing of the manuscript should be specified in this section; for
example, who conceived the study design, who did the data acquisition, who performed the experiments, who did the data analysis, who wrote the manuscript, etc. Authors should check journal-specific guidelines to declare the authors’ contribution.3. Acknowledgments: Anyone who does not meet the authorship criteria, such as people who provided
technical help, institutional/department head who provided general support, or medical writers who assisted with the preparation of the manuscript content, should be acknowledged. Even if the authors have no one to acknowledge, usually journals expect authors to include this section in the manuscript and write “Not applicable.” 4. Funding: All
sources of funding for the research work and their role (if at all) in the design of the study and collection, analysis, interpretation of data, and in writing the manuscript should be declared. Provide the name(s) of the funding agency/agencies along with the grant number(s). If the study did not receive any funding, report the same.5. Competing
interests/conflict of interest: All financial and non-financial competing interests must be declared by the authors. Non-financial competing interests include a declaration of political, personal, religious, ideological, academic, and intellectual competing interests. Authors from pharmaceutical companies, or other commercial organizations that sponsor
clinical trials, should declare these as competing interests on submission. They should adhere to Good Publication Practice guidelines for pharmaceutical companies (GPP3) in medical publications. Authors should declare any personal conflict of interest including any association with consultancies; employment details; participation in advocacy
groups; stock or share ownership, and any financial details with regard to grants; fees; honoraria, reimbursements royalties, and any registered patents. They should also declare any institutional conflict of interest i.e. if their employer has any financial interest in or is in conflict with the subject matter or materials discussed in the manuscript. If
there is no disclosure, add the following statement: “No potential conflict of interest was reported by the authors.”Though the list is quite exhaustive, it is mandatory and important that the authors declare all the above-mentioned statements to avoid un-submission of the manuscript. These declarations ensure ethical publication practices involving
transparency and integrity in the publication of the manuscript.
Many journals have their own templates for declaring these and they are available on their author guidelines webpage. Authors should download these forms, fill them, sign, and upload them along with the manuscript during submission. Related reading: You're looking to give wings to your academic career and publication journey. We like that! One
click sign-in with your social accounts 1536 visitors saw this today and 1210 signed up. Subscribe to Journal Submission & Peer Review Guidelines for Students and Staff undertaking Research Involving Human Participants Any student or staff member who is considering undertaking research that involves collecting data from human participants
must first get formal clearance for their project.This guidance covers student dissertations, essays, portfolios and other assessed work, and staff and postdoctoral research.Any research involving direct interaction with other people, or that uses data that have been collected from individuals, is considered ‘human participant research’. This might
include:Questionnaires or surveyslnterviewsFocus groupsVisitor survey dataPersonal records, including medical or biometric dataObservations of people's behaviourActivities involving research subjectsEthical approval is required whether you collect this data yourself, or are using secondary datasets collected by other researchers.If you are
uncertain about whether your research requires ethical approval, please contact the Chair of the Ethics Committee, currently Julia Shaw (IoA.ethics@ucl.ac.uk) to discuss this further.It is important to ensure the way you collect your data is ethically sound. All human participant research should be designed to minimise the risk of harm to those who
take part in it, while being fully compliant with UK law. By gaining proper ethical clearance you will have protection from the UCL legal team should any problems arise during the course of your work.The process of gaining ethical approval will also help you develop a robust methodology and avoid some of the potential pitfalls of this type of
research.3.1. Establish your topic, research aims and methodsStudents should first discuss their proposed research with their dissertation supervisor to develop a clear idea of their research aims and methods. You may wish to consult the ethics checklist below while working out your research strategy.Once you have determined your course of action,
you should begin the application process. This should be done as soon as you are ready; do not leave it till the last moment. 3.2. Complete the ethics checklistThere are two routes to apply for ethical approval for your research at UCL, depending on the risks associated with your proposal.
Use this 12-point checklist to find out which route is appropriate for your project.Go to risk checklistIf you identify your project as low risk, you should apply to your Local Research Ethics Committee (LREC) for review by the Institute of Archaeology Ethics Committee.If you identify your project as high risk, you will need to apply to the Research
Ethics Committee (REC). Before doing this, consult with your supervisor and Julia Shaw, Chair of the IoA Ethics Committee (ioa.ethics@ucl.ac.uk) to ensure your assessment is correct.We recommend you consult this checklist as early as possible, so you are aware of the potential risks of your proposed research, and the amount of time needed to gain
ethics approval. 3.3. Submit a Risk AssessmentThis is required for all research, and must be completed before you can apply for ethics approval. Risk Assessment Applications usually take around 10 working days to process.Please send your forms to Sandra Bond, the Institute's Departmental Safety Officer.3.4 Register with the UCL Data Protection
Officelf you collect any any personal data from your research subjects you must comply with UK Data Protection Regulations.
These state that you should:Only collect the personal data needed for your researchKeep this data secure at all timesDelete the data when it is no longer required for the stated purposePersonal data includes information such as names, addresses, phone numbers, email addresses, images that allow the subject to be identified, audio or video
recordings.To proceed:Training or Registration must be completed before you can apply for ethics approval. Data Protection Applications usually take around 10 working days to process.3.5. Complete and submit your Ethics Applicationlf the Ethics Checklist shows that your application is considered low risk, you may apply to the Local Research
Ethics Committee (LREC) for internal review by the Institute of Archaeology Ethics Committee.Begin I0A ethics applicationDownload a LREC Application GuideDownload the LREC Application Flowchartlf the checklist shows your application to be high risk, you should apply to the UC] Research Ethics Committee (REC).Go to REC websiteNote that
research involving NHS patients and carers must be approved by a national body; Please refer to the NHS Health Research Authority (HRA) checklist and the HRA's decision tool.
We do not recommend this route for Undergraduate or Master student dissertations, because of the length of time required to get ethical approval in place.For research involving live animals, you should apply to the Animal Welfare Ethics Review Board (AWERB). Whatever route you take to gain ethics approval, you may need to attach supporting
documents to your application, depending on the methods employed. These may include:Information SheetConsent formSample interview or survey questionsEvidence that you have, or will be applying for, any external permissions needed to conduct your research3.6. Obtain confirmation of ethics approvalYou will be informed of the outcome of your
ethics application by letter or email. Once approval has been granted, you may proceed to advertise your project, recruit participants, and collect your data. 3.7. Obtain external permissions and checksYou may also need to gain the permission from other organisations in order to recruit research subjects or collect data from them.For example, if you
intend to observe visitors to a museum, you should formally request that museum's permission to do this. They may have their own requirements for how this research should be conducted.Similarly, you should get permission from the owners of discussion groups on social media before posting recruitment adverts or links to online
questionnaires.DBS checks may also be required if your research would place you in close, regular contact with children or vulnerable adults. Click here for further guidance.If you would like advice on whether you require this, student researchers should email srs-compliance@ucl.ac.uk. For enquiries from staff researchers, please email hr-
services@ucl.ac.uk. You will also be expected to follow accepted procedures for gaining informed consent from participants, and if conducting research abroad, make sure you have the appropriate visas and travel insurance in place.Click here for more information on gaining informed consent.3.8. Renewal of Ethics ApprovalEthics approval is
granted for up to one year at a time.
If your research is continuing beyond this point, you must apply for an extension before your current approval expires. This is done using the same online application portal, selecting the ‘previously approved’ option in the form.Apply for an LREC Ethics Approval ExtensionYou should allow a minimum of 4-6 weeks for your ethics application to be
processed. The earlier you apply, the better. This is to ensure you have sufficient time for data collection, analysis and writing up - or for amending your research plans should your application be declined and/or require resubmission.4.1. Local Research Ethics Committee (LREC) ApplicationsUndergraduate and taught postgraduate students can
submit a LREC application for consideration at any time. You are advised to submit your application as soon as you are able to do so. Please note that there is a cut-off point for LREC applications from students doing Undergraduate and Masters dissertations in the 2023-24 academic session, after which it will NOT be possible to apply.BA/BSc
students should apply for Data Protection (if needed) by 22 January 2024, and submit their LREC application by 5 February 2024 at the latest. MA/MSc students should apply for Data Protection (if needed) by 24 May 2024 and submit their LREC application by 10 June 2024 at the latest.PhD, staff or postdoctoral ethics applications may be made at any
time.LREC Applications to the Institute of Archaeology Ethics Committee usually take up to 20 working days to process. This depends on you replying promptly to any queries we send you; incomplete or problematic applications may take longer.4.2. UCL Research Ethics Committee (REC) ApplicationsREC applications can be made at any time.
You are advised to submit your application as soon as you are able to do so. Following the criteria in our 12-point ethics checklist above, all REC applications are automatically categorised as ‘High Risk’ and will require full committee review.Deadlines and meeting dates for REC applications are listed below. The application process will take one
month or more to complete.Data Protection registration deadline (if required)Ethics approval application deadlineUCL REC Meeting dateWednesday 13 September 2023Wednesday 27 September 2023Monday 30 October 2023Wednesday 11 October 2023Wednesday 25 October 2023Monday 27 November 2023Wednesday 15 November
2023Wednesday 29 November 2023Monday 15 January 2024Wednesday 13 December 2023Wednesday 10 January 2024Monday 19 February 2024Wednesday 24 January 2024Wednesday 07 February 2024Monday 25 March 2024Wednesday 28 February 2024Wednesday 13 March 2024Monday 29 April 2024Wednesday 10 April 2024Wednesday 24
April 2024Monday 03 June 2024Wednesday 15 May 2024Wednesday 29 May 2024Monday 01 July 2024Wednesday 12 June 2024Wednesday 26 June 2024Monday 29 July 2024Please note that there is a cut-off point for REC applications from students doing Undergraduate and Masters Dissertations in the 2023-24 academic session, after which it will
NOT be possible to apply.BA/BSc students should apply for Data Protection (if needed) by 13 December 2023, and submit their REC application by 10 January 2024 at the latest. MA/MSc students should apply for Data Protection (if needed) by 15 May 2024 and submit their REC application by 29 May 2024 at the latest.PhD students and staff may
apply at any time. However note that the REC does not meet in August or September.Applicants are usually notified of the Committee decision within 1-2 weeks after the scheduled REC meeting. As with LREC approval, REC ethics approval will be granted for a period of up to one year. If your research continues past this point, you must apply to
request an extension of your existing approval.Similarly, if you change your research plans - which might include changing your target groups or research methods - you should apply for an amendment to your existing ethics approval.Apply for renewal or amendment of REC ethics approval



