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1. Introduction 
 

Ethics in research is the most important part of 

conducting research. As most of the research is conducted on humans or animals, utmost care 

must be taken to practice ethical research. The institution hence ensures all the research 

conducted does undergo stringent review to be accepted and constantly follows up this research 

to monitor the progress. This handbook is prepared with inputs from the institutional ethical 

committee, institutional review board and faculty. It  provides an complete insight to the protocols 

followed in the institution for conducting research. 

 

 

 

Re   Research is the creation of new knowledge on the basis of 

the already known concepts. Research forms pillar of any field, 

it aids in constantly evolving the field to progress further. In 

dentistry too, research forms an important aspect in diagnosis 

and treatment planning. It forms the basis of evidence based 

dentistry. Hence it becomes a mandatory aspect to be 

incorporated into academics. 
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2. Research Values 

The outcomes of research affects the well being of the society directly. Hence the integrity of 

these research becomes of paramount importance. The following are the values underlying 

research integrity. 

2.1 ETHICS: 
 

 
 
2.2 Rigour: 
 

 
 
Relevance:  

 

 

2.3 Transparency: 

 

• Research  should be conducted in an ethical way so as to ascertain that the  

rights, safety, dignity and privacy of the ecosystem is maintained. 

 

 • Research ensures high quality design, reliable data, the appropriate 

use of methods, rigorous and careful analysis, and transparent 

reporting and interpretation of the results. 

 

 

• The research conducted should be of scientific relevance and be 

beneficial for the society. 

 

• Research conducted should have transparency in developing, 

undertaking, reviewing, reporting, and communicating research in 

unbiased manner to ensure honesty. 
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2.4 Respect: 

 

 

 

2.5  Impartiality:  

 

 

 

2.6  Independence: 

 

 

 

2.7 Accountability:  

 

• Research should follow the guidelines and at the same time 

maintain respect for research participants and the environment. 

• Research should always be unbiased, without any conflict of 

interest to maintain the integrity and relevance of the study. 

• Researcher should have independence in design, conduct, analysis 

and interpretation of research without the influence of funders or 

other non researchers. 

• Researcher should abide by the guidelines of the institution and 

have proper documentation of the entire research protocol . Timely 

review of the progress of the study should also be given to the 

institutional committee. 
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3. Responsibility Of Researcher 

The researcher is the individual who would be carrying out this research. Researchers are 

responsible for collecting, organizing, and analysing opinions and data to solve problems, 

explore issues, and predict trend. Hence it is of utmost priority that they are aware of their  

moral responsibilities and abide by it. 

 

The following are the responsibilities of the researcher while conducting the research 

 

 

3.1 Training: 

 

3.2 Research proposal:  

 

3.3 Approval: 

 

• Be trained to perform the procedures in the research 

• Preparation of a research proposal stating clearly the aims, objectives  

and the protocol that will be followed for the research  

 

• Submit all the necessary documents and obtain approval 

for the research 
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3.4 Guidelines :  

 

 

3.5 Informed Consent:  

 

3.6 Vulnerable Groups : 

 

3.7 Anonymity and  
Confidentiality : 
 

 

3.8 Follow Up :  

 

 

 

• Abide by the  institutional guidelines for research 

• Gain informed consent from participants 

• Protect the interest of vulnerable groups 

 

• Assure the anonymity of participants, where appropriate. Assure 

the confidentiality of information, where appropriate 

• Researcher should timely submit the status and progress 

of research 
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3.9 Misconduct: 

 

 

 

 

3.10 Publication: 

 

 

 

 

 

 

 

 

 

 

• Researcher should strictly adhere to ethical research and 

refrain from any kind of malpractice 

 

• Validation of research lies in its publication, hence it is the 

responsibility of the researcher to work towards the publication 

of the article 
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4. Responsibility Of Institution 

The institution has a pivotal role in research ethics. The research conducted in the institution 

has to be under the governance of institution. The responsibility of creating an environment for 

encouraging more and more research to be undertaken while ensuring ethical research lies 

with the institution 

The institutional responsibilities include, but are not limited to: 

4.1 Research Review - to review and approve the proposed research project 

                             -to follow the progress of the study 

4.2 Training –the institution should train both the researchers and the review and ethics 

committee 

 4.2.1 Training for committee member  

• Relevant research ethics and regulatory guidelines  

• Roles and Responsibilities of IEC-TODC members 

• Review of protocol and related documents, including concepts of Risk Benefit 

assessment, Equity in recruitment, Autonomy, Confidentiality and Privacy  

• Recent Developments in relevant health science specialities 

• SOPs of the IEC-TODC 
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4.2.2 Training for researcher 

• Selection of research topic 

• Synopsis writing 

• Biostatistics 

• Dissertation writing 

• Publication manuscript writing 

• Ethics in research 

• Guidelines of institution 

• Research Misconduct 

4.3 Collaboration /Linkages 

The institution has collaboration with the sister institution and various other organizations 

required for research. 
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5. Institutional Committees 

5.1 Institutional Review Board 

The institutional review board (IRB) is a formally constituted group that is appointed to 

review, monitor and approve research involving human subjects. IRB should provide 

independent evaluation on the research that has been proposed in terms of its ethical 

acceptability, evaluation of any investigators’ potential biases, and compliance with 

regulations and laws formed to protect human subjects. The board can disapprove any 

research that may not fulfil the above said criteria or can warrant any modifications as 

required in order to grant approval to the study.IRBs have an extremely crucial role in 

protecting human research participants from possible harm and exploitation 

5.2 Composition 

The review board comprises of members of faculty from the college 

5.3  Institutional Ethical Committee  

Research usually involves participation of human subjects. This participation however 

should be carefully evaluated so as to ensure that the participants of the study are not 

subjected to any type of harm or deprived of any standard care for the disease. The 

institution ethical committee is a formally appointed group that ensures that the 

research projects is aligned as per the principles of ethics in research. It approves the 

research proposal only after ensuring that the objectives of the study are for the benefit 

of the society and the study will not harm the ecosystem. 
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5.4 Composition 

1) Chairperson (Non-affiliated to the institution). 

2) Member Secretary (From the institution). 

3) Three Clinicians (Two from the institution, one non-affiliated to the institution). 

4) One Legal expert (Non-affiliated to the institution). 

5) Basic medical scientist (Person with basic MBBS degree and post-graduation in 

Biochemistry/Pathology/Microbiology / Pharmacology)- (Not from the institution). 

6) One Social Scientist/Representative from non-governmental organization/social worker 

(Non-affiliated to the institution). 

7) One Lay person from the community (Non-affiliated to the institution). 
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6. Research Cycle 
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The research involves the following steps 

6.1 choosing research topic 

6.2 Research Design 

6.3 formulation of synopsis 

6.4 submissions of documents for approval 

6.5 Review process  

6.4 research process 

6.5 follow up  

6.6 conflict of interest  

6.7 Dissertation writing 

6.8  Publication 

 

6.1  Choosing research topic 

A research procedure should begin with the research question. The research question should 

be: 

 
 6.1.1 Clear: the research question should be clear so that it can be understood well. 
 
6.1.2  Focused: the question should focus on the objective accurately to ensure that all the 
feasible resources can be used for it. 
 
6.1.3 Concise: the research question should be comprehendible but should be yet to the point.  
 
6.1.4 Refined : with a research design that matches the complexity of the problem   being 
addressed. 
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 6.1.5 Logical: to ensure that the available evidence supports the research claims. 
 
 
To concise at the point of research question the researcher is expected to 
 

• Describe the research objectives and rationale 

• Develop a project plan with milestones, roles, and responsibilities 

• Ensure the viability of the study in view of resources expertise, facilities, funding 

• Keep abreast with the relevant regulatory, ethical, organizational, and other guidelines 

• Seek requisite licenses, approvals and permissions in advance 

6.2 Research Design 

The following flowchart concise all the types of study that can be undertaken to design a 

research. The researcher should undergo thorough training for understanding these research 

designs. The institute conducts workshops on research methodology so that the researcher is 

aware of all these designs and biostatistics in performing these studies. The researcher can then 

design their study accurately. 
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6.3 Formulation Of Synopsis 

 The next step in research protocol is formulating the research proposal for approval from the 

institutional review and ethics board. The synopsis should be prepared as per the proforma of 

the RGUHS. 

 

6.4 Submissions Of Documents For Approval 

The following documents shall be submitted to the secretary of the ethics committee.  

              6.4.1 Essential Documents : 

4.2.1.1 Covering letter to the Member Secretary. 

6.4.1.2 Project submission application form for initial review (see annexure). 

6.4.1.3 The correct version of the research proposal: 2 sets of hard copies and one soft 

copy.  

6.4.1.4 Informed consent form (see annexure) in English and in a regional language. 
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Proforma for clinical data collection  

6.4.1.5 Budget Proposal  

             6.4.1.6Letter from the Department Head Concerned, here non routine or special tests are 

being done (applicable to academic studies)  

 

6.4.2      the following additional documents are required for regulatory trials  

                6.4.2.1 Amendments to protocol (if any)  

                6.4.2.2 Informed Consent Document in Regional languages (if applicable)  

                6.4.2.3 Back translations of ICDs (if applicable)  

                6.4.2.4Translation and Back translation certificates (if applicable)  

                6.4.2.5 Amendments to the ICD (if any)  

                6.4.2.6 Case Record Form  

       

          6.4.2.7 Recruitment procedures: advertisement, notices, letters to doctors (if applicable)  

6.4.2.8Patient instruction card, identity card, diary etc. (if applicable)  

6.4.2.9Investigator Brochure (if applicable)  

 

6.5 Review Process 

6.5.1 Aspects Considered For Review 

6.5.1 .1 Scientific design and conduct of the study: Use of valid scientific methods  

 6.5.1.2Social Values: The research must have anticipated social value, and outcome should be 

relevant to the health problems of the society.  
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6.5.1.3Benefit-Risk Assessment: The benefits must justify the risk inherent in the research. 

Risks may be physical, psychological, economic, or social; Withdrawal criteria, and rescue 

medication or procedures. 

6.5.1.4Selection of the Study Population and Recruitment of Research Participants : To ensure 

voluntary recruitment, and fair selection of participants as per inclusion and exclusion criteria; 

participant is given option to opt out without the routine care being affected; No individuals or 

group of persons must bear the burdens of participation in research without any benefits except 

in studies where healthy volunteers are involved; Vulnerable group is not recruited unless 

proper justification is provided. 

6.5.1.5Payment of participation and Compensation Procedures, without inducement but, 

reimbursing for incurred cost and convenience.  

6.5.1.6Protection of research participant’s privacy and confidentiality. 

6.5.1.7Community considerations: due respect given to community and interests are 

protected; no stigma or discrimination ensues from the proposed research; plans for 

communication of results back to the community at the end of study; plan for dissemination of 

benefits of research to the community. \ 

6.5.1.8  Qualifications of investigators and assess adequacy of study sites. 

6.5.1.9 Disclosure of potential conflicts of interest 

6.5.1.10 Review of informed consent process: The review of proposals by members is 

documented in review forms, and in the minutes of meetings of the IEC-TODC. 

 

6.5.2 DESCION MAKING FOR VULNERABLE POPULATION 
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6.5.2.1  Definition of Vulnerable Population: Vulnerable persons are those individuals who are 

relatively or absolutely incapable of protecting their own interests and providing valid informed 

consent. They are the individuals whose willingness to volunteer in a clinical trial may be unduly 

influenced by the expectation, whether justified or not, of benefits associated with participation, 

or of a retaliatory response from senior members of a hierarchy in case of refusal to participate.  

• economically and socially disadvantaged (unemployed individuals, orphans, abandoned 

individuals, persons below the poverty line, ethnic minorities, sexual minorities – 

lesbian/gay/bisexual and transgender (LGBT), etc.);  

• unduly influenced either by the expectation of benefits or fear of retaliation in case of refusal 

to participate which may lead them to give consent  

• children (up to 18 years);  

• women in special situations (pregnant or lactating women, or those who have poor decision-

making powers/poor access to healthcare);  

• tribals and marginalized communities;  

• refugees, migrants, homeless, persons or populations in conflict zones, riot areas or disaster 

situations;  

• afflicted with mental illness and cognitively impaired individuals, differently abled – mentally 

and physically disabled;  

• terminally ill or are in search of new interventions having exhausted all therapies;  

• suffering from stigmatizing or rare diseases; or  

• have diminished autonomy due to dependency or being under a hierarchical system  

• (students, employees, subordinates, defence services personnel, healthcare workers, 

institutionalized individuals, under trials and prisoners).  

Among the above-mentioned vulnerable categories, children under the age of 18 make up a 

significant proportion of the subjects recruited in conduct of research at TODC. Checklists for 

recruitment of children in research are elaborated in annexures 9.5.1 and 9.5.2.  

6.5.2.2 Reviewing protocols with vulnerable participants:  
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• The protocol should be reviewed as described already under the SOP “Review 

Procedures”.  

• Additionally, the protocol should be reviewed to assess if the following points are 

addressed:  

• Can the research be performed in any other non-vulnerable participants? --- Is 

there justification to use vulnerable population? ---- Do the benefits justify the 

risks ---- Are the participants selected equitably ---- Have the measures to protect 

Autonomy of the vulnerable population been described. 

• Appropriate Review forms are used.  

6.5.2.3 Decision: The decision on allowing trials on vulnerable populations will be taken in a 

full board meeting of IEC. The decision will be communicated to the PI. Wherever necessary the 

IEC approval should state that if in future the vulnerability status of the participants changes, for 

e.g. unconscious patient gaining consciousness or a schizophrenic patient regains insight, the 

participant will be re-consented. 

6.4 Research Process 

The next step involves performing the research process the researcher should abide by all the 

values of research while performing the procedures. The clinical trails should be registered. 

 

6.5 Review Of Progress Of The Study And Final Completion Reports 

It is the responsibility of the Secretariat/ IEC Chairperson/ Member Secretary/ Member/s to 

review the study report and act on it.  

6.5.1Procedure : 

6.5.1.1Receipt of Review of Progress of the study and Final Completion Reports. The Secretariat 

will receive 1 copy each (soft and hard) of Review of Progress of the study and Final Completion 

Reports t for the regulatory trials Review of Progress of the study and Final Completion Reports 

is expected from the investigator within 1 month of completion of the study at the site. This is 

applicable only for regulatory trials.  
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6.5.1.2  It is the responsibility of the IEC Secretariat to review the report for completeness The 

Secretariat shall verify the submitted Review of Progress of the study and Final Completion 

Reports Form and forward it to the Member Secretary within 7 working days of receipt. The 

Member Secretary will review the Study Completion Report, confirm that it is complete and 

present it at the next full board meeting.  

6.5.1.3If there is a need felt (e.g. a deviation/ violation is noted), the Member Secretary will 

handle it as per the relevant SOP. The Secretariat shall include the Study Completion Report 

Form in the agenda for IEC members for discussion at the full board meeting.  

4.5.1.4 During the Board meeting The Member Secretary will present the report and members 

can discuss as needed. Following the discussion, the Chairperson may take one of the following 

decision:  

a) noted / approved b) request for additional information / clarification The Secretariat will 

note the decision in the meeting minutes  

b) The Member Secretary will draft a letter to the PI conveying decision on the study 

completion report. The study shall be considered as closed if the decision by IEC is “Noted” or 

“Approved”.  

c) The Secretariat will accept and file the Report and get the Study Completion Report Form 

signed by the Chairperson. The final report will be placed in the master file and kept in the 

archival area.  

d) The Secretariat will archive the entire study for a period of 5 years from the date of 

completion of the project if the decision is noted and closed.  

6.6 Conflict of interest  

6.6.1. Types of COI:  

6.6.1.1 Personal COI: If the investigator of a research proposal has close and immediate family 

relationship with the member of IEC-TODC (spouse, son/daughter, parents, sibling, dependent) ; 

If the IEC-TODC member is a collaborator, Principal investigator, co-investigator, financer, 

research staff, consultant for a research proposal which has come for review in IEC-TODC; If a 

research proposal is submitted by a departmental colleague with whom the member has conflict 
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of interest (dispute, bias, any benefits, etc.. ,) –if applicable and if the member feels there is a 

conflict of interest. 

6.6.1.2. Professional COI: If the IEC member or his/her immediate family member serves as 

trustee, director, manager, or scientific advisor of the funding agency sponsoring the research. 

6.6.1.3. Financial COI: If the IEC member or the spouse or dependent of a member receives 

monetary benefits including, but not limited to, salary or payments for other services (e.g., 

consulting fees or honoraria), equity interests (e.g., stock, stock options, or any other ownership 

interests) and intellectual property rights (e.g., patents, copyrights, product or service being 

evaluated).  

6.6.2  Procedure for Declaring COI:  

6.6.2.1. The IEC member should identify the COI whenever a research proposal is assigned to 

him/her for the review. The COI should be declared in the format provided in SOP of IEC-TODC, 

and submitted to the member secretary.  

6.6.2.2. The IEC members should not participate in discussing, or decision making on research 

proposals‟ applications reviewed at any level (exempt, expedited, or full-board) when they have 

conflicts of interest except to provide information requested by the IEC.  

6.6.2.3. If an IEC member has a COI for review outside a meeting (e.g., the expedited procedure/ 

amendments), he or she should notify the IEC Secretariat and return the documents.  

6.6.2.4. If an IEC member has a COI for a study for which he or she has been assigned as a primary 

reviewer, he or she will inform the IEC secretariat so that the review is reassigned to other 

members.  

6.6.2.5. If an IEC member has a COI for review of research study at a meeting, he or she will 

inform the Chairperson and leave the meeting room while discussion of the study takes place. 

He/she may stay in the meeting room only to answer questions about the research. This is 

applicable also for IEC meetings at which discussion on serious adverse events, 

deviations/violations, amendments/ continuing review reports related to studies are discussed 

6.6.2.6. The IEC member who declares COI and leaves the meeting does not count towards the 

quorum for the vote. The member’s absence under these circumstances is called a recusal, not 

an abstention or an absence.  
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6.6.2.7. If an IEC member finds that he/she has a COI during the conduct of a research project 

approved by IEC, he/she shall report the conflict to the IEC at the next IEC meeting.  

6.6.2.8. At the beginning of each meeting, the IEC-TODC Chairperson asks the members to 

disclose any COI concerning any of the items on the agenda. During the meeting, IEC member 

having conflict discloses the existence of the conflict just before the review of the relevant item 

begins.  

6.6.2.9. If the Chairperson has a conflict of interest for a particular project, this should be so 

declared and handled like any other member’s conflict is handled. An acting Chairperson should 

be appointed for discussion on such a project.  

6.6.2.10. When determination regarding existence of COI is uncertain, more information is 

gathered from relevant sources and determination is done by the IEC member with the help of 

the IEC Chairperson / Member Secretary or by IEC Chairperson / Member Secretary (as 

applicable)  

6.6.2.11. The IEC Chairperson has the final authority to determine whether a COI has been 

managed or eliminated appropriately for research participant protection. The IEC shall not 

approve a research study proposal where a COI is not managed or eliminated  

6.6.2.12. The declaration and management of COI should be recorded in the proceedings of the 

IEC-TODC meetings. 

 

6.7 Dissertation writing 

The format should be followed from the RGUHS website. 

6.8  Publication 

The purpose of research is to benefit the society and the field of dentistry in diagnosis 

and treatment planning. This purpose will only be accomplished if the research reaches 

other members of the fraternity. This is possible by displaying our work in various 

journals. Hence publication of the research is an vital aspect. While doing so the 

researcher should follow publication ethics as follows 
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• All the work reported in the manuscript must be original and free from any kind of 

plagiarism. 

• The work should not have been published elsewhere or submitted to any other 

journal(s) at the same time. 

• Any potential conflict of interest must be clearly acknowledged. 

• Proper acknowledgements to other work reported (individual/company/institution) 

must be given. Permission must be obtained from any content used from other sources. 

• Only those who have made any substantial contribution to the interpretation or 

composition of the submitted work, should be listed as ‘Authors’. While other 

contributors should be mentioned as ‘co-authors’. 

Authorship  

The ICMJE recommends that authorship be based on the following 4 criteria: 

• Substantial contributions to the conception or design of the work; or the acquisition, analysis, 

or interpretation of data for the work; AND 

• Drafting the work or revising it critically for important intellectual content; AND 

• Final approval of the version to be published; AND 

• Agreement to be accountable for all aspects of the work in ensuring that questions related to 

the accuracy or integrity of any part of the work are appropriately investigated and resolved. 

7. Guidelines: 

The studies on animals should follow the following guidelines: 

1. Respect for animals' dignity 

Researchers must have respect for animals' worth, regardless of their utility value, and for 

animals' interests as living, sentient creatures. Researchers must be respectful when choosing 

their topic and methods, and when disseminating their research. Researchers must provide 

care that is adapted to the needs of each laboratory animal. 
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2. Responsibility for considering options (Replace) 

Researchers are responsible for studying whether there are alternatives to experiments on 

animals. Alternative options must be prioritised if the same knowledge can be acquired without 

using laboratory animals. If no good options are available, researchers should consider whether 

the research can be postponed until alternative methods have been developed. When 

justifying experiments on animals, researchers therefore must be able to account for 

the absence of options and the need to acquire knowledge immediately. 

3. The principle of proportionality: responsibility for considering and balancing suffering and 

benefit 

Researchers must consider the risk that laboratory animals experience pain and other suffering 

(see guideline 5) and assess them in relation to the value of the research for animals, people or 

the environment. Researchers are responsible for considering whether the experiment may 

result in improvements for animals, people or the environment. The possible benefits of the 

study must be considered, substantiated and specified in both the short and the long term. 

The responsibility also entails an obligation to consider the scientific quality of the experiments 

and whether the experiments will have relevant scientific benefits.  

Suffering can only be caused to animals if this is counterbalanced by a substantial and probable 

benefit for animals, people or the environment.  

There are many different methods for analysing harm and benefit. Research institutions should 

provide training on suitable models, and researchers are responsible for using such methods of 

analysis when planning experiments on animals. 

4. Responsibility for considering reducing the number of animals (Reduce) 

Researchers are responsible for considering whether it is possible to reduce the number of 

animals the experiment plans to use and must only include the number necessary to maintain 

the scientific quality of the 
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experiments and the relevance of the results. This means, among other things, that researchers 

must conduct literature studies, consider alternative experiment designs and perform design 

calculations before beginning experiments.  

5. Responsibility for minimising the risk of suffering and improving animal welfare (Refine) 

Researchers are responsible for assessing the expected effect on laboratory 

animals. Researchers must minimise the risk of suffering and provide good animal 

welfare. Suffering includes pain, hunger, thirst, malnutrition, abnormal cold or heat, 

fear, stress, injury, illness and restrictions on the ability to behave normally/naturally.  

A researcher's assessment of what is considered acceptable suffering should 

be based on the animals that suffer the most. If there are any doubts regarding perceived 

suffering, consideration of the animals must be the deciding factor.  

Researchers must not only consider the direct suffering that may be endured during the 

experiment itself, but also the risk of suffering before and after the experiment, including 

trapping, labelling, anaesthetizing, breeding, transportation, stabling and euthanising. This 

means that researchers must also take account of the need for periods of adaptation before 

and after the experiment. 

6. Responsibility for maintaining biological diversity  

Researchers are responsible for ensuring that the use of laboratory animals does not endanger 

biological diversity. This means that researchers must consider the consequences to the stock 

and to the ecosystem as a whole. The use of endangered and vulnerable species must be 

reduced to an absolute minimum. When there is credible, but uncertain, knowledge that the 

inclusion of animals in research or the use of certain methods may have ethically unacceptable 

consequences for the stock and the ecosystem as a whole, researchers must observe the 

precautionary principle.  

7. Responsibility when intervening in a habitat 
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Researchers are responsible for reducing disruption and any impact on the natural behaviour of 

individual animals, including those that are not direct subjects of research, as well as of 

populations and their surroundings. Certain research and technology-related projects, like 

those regarding environmental technology and environmental surveillance, may impact on 

animals and their living conditions, for example as a result of installing radar masts, antennas or 

other measurement instruments. In such cases,  researchers must seek to observe the principle 

of proportionality (see guideline 3) and minimise the possible negative impact. 

8. Responsibility for openness and sharing of data and material 

Researchers are responsible for ensuring that there is transparency about research findings and 

facilitating the sharing of data and material from experiments on animals. Such transparency 

and sharing are important in order to avoid unnecessary repetition of experiments.  
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