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GENERAL PRINCIPLES

All research projects involving human subjects, whether as individuals or communities,
including the use of human material, and tissues from the recently dead, supported and
undertaken by faculty, staff or students of University of Karachi wherever conducted,
shall be reviewed by the IBC before the study begins.

Some research that involves human subjects may be exempted from the regulations
requiring IBC approval. Examples include educational research, testing and survey
procedures where no identifying information will be recorded that can link subjects to the
data, and disclosure of the data could not reasonably place the subjects at risk of civil or
criminal liability or be damaging to the subjects financial standing, employability, or
reputation. Also exempted are the use of existing data, documents or specimens, where no
identifying information will be recorded that can linksubjects to the data. All researchers
must give the subject participants the option of sharing the results and specify how this
will be done.

Every research project involving human subjects should be preceded by careful
assessment of predictable risks and burdens in comparison with foreseeable benefitsto the
subject or to others.

The human subjects in your project must participate willingly, having adequately
informed about the research. If the human subjects in your project are part of a vulnerable
population, such as prisoners, children or mentally handicapped then the researcher
should clearly state why is it necessary to have such groups as their research subjects and
how do they plan to administer the informed consent.

Essentials of informed consent are:

Purpose of research

Benefits of the research to the society and, possibly, to the individual humansubject plus
person(s) undergoing research.

All foreseeable risks or discomforts to the subjects. Note this not only includes physical
injury, but also possible psychological, social, or economic harm, discomfort, or
inconvenience.

Length of time subject is expected to participate.

Person to contact for answers to questions, or in event of research related injury or
emergency.

Statement that participation is voluntary and that refusal to participate willnot result in
any penalty or any loss of benefits that the person is otherwise entitled to receive.

Subjects right to withdraw from the study at any time

How sharing of results with subjects will occur.

No abbreviations will be used.

Consent document must be clearly written and understandable to subjects (local language
as well wherever applicable). The language must be non- technical (comparable to the
language in a newspaper or general circulation magazine), and scientific, technical or
medical terms must be plainly defined.



. The researcher should also submit to the committee, for review, information regarding
funding sponsors, institutional affiliations, other potential conflicts of interest and
incentives for subjects.

" The research protocol should always contain a statement of the ethical considerations
involved and should indicate that there is compliance with the principles of Helsinki
Declaration.

" The right of research subjects to safeguard their integrity must always be respected. Every

precaution should be taken to respect the privacy of thesubject, the confidentiality of the
patient’s information and to minimize the impact of the study on the subject’s physical
and mental integrity and on the personality of the subject.

" In the conduct of research, the investigator must at all times respect the personality,
rights, wishes, beliefs, consent and freedom of the individual subject.

APPLICATION

A qualified researcher responsible for the ethical and scientific conduct of the research
should submit an application for review of the ethics of proposed biomedical research.

The procedure is as follows:

. All information and application forms are available from:
oric@uok.edu.pk University of Karachi, Karachi Pakistan.

. IBC meets thrice a year.

. Applications will be acknowledged and researchers shall be informed of the review date.
The researchers shall also be communicated regarding the incompleteness of an
application. This will obviously delay the review process.

" The outcome of review shall be communicated to the researchers within a week after the
IBC meeting.

. In cases where the IBC requests supplementary information or changes to documents
from the applicant, such information should be provided at least a week before the next
meeting.

. Researcher may be asked to present the case in the meeting if required.

o Follow-up (of the researcher)

o At the end-report


mailto:oric@uok.edu.pk

DOCUMENTS FOR SUBMISSION

Three copies of research protocol (clearly identified and dated), together with supporting
documents and annexes. This should always include description of the ethical
considerations involved in the research.

When the research involves a study product (such as a pharmaceutical or device under
investigation), an adequate summary of all safety, pharmacological, pharmaceutical, and
toxicological data available on the study product, together with a summary of clinical
experience with the study product to date (e.g. recentinvestigator’s brochure, published
data, a summary of the product’s characteristics).

A description of the process to be used to obtain and document consent.

Informed consent form (clearly identified and dated) in the language(s) understood by the
potential research participants and, when required in other languages.

A statement describing any compensation for study participation (includingexpenses and
access to medical care) to be given to research participants.

A statement of agreement to comply with ethical principles set out in relevant guidelines.
All significant previous decisions (e.g., those leading to a negative decision or modified
protocol) by other IBC or regulatory authorities for the proposed study (whether in the
same location or elsewhere) and an indication of modification(s)to the protocol made on
that account. The reasons for previous negative decisions should be provided.

APPROVAL CONDITIONS

Approval is given on condition that any alterations proposed to the approved protocol are
submitted to the Committee for approval prior to the alterations being effected.

Approval is given on condition that a copy of the research project final report
is lodged with the Ethics Committee for its information.
Approval is given subject to researchers notifying the Ethics Committee if and when a
project is curtailed, terminated or completed.
Approval is given for therapeutic trials subject to the principal investigator notifying the
Ethics Committee within seven (7) days (14 in case of unforeseen circumstances) of any
adverse event or occurrence that takes place during that trial.



