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Hospital leadership represented by Chief Executive Officer (CEO), Chief Medical Officer (CMO) and
Medical Director (MD) is committed to do high quality research as reflected in the mission statement of
the hospital, “To act as a model institution to alleviate the suffering of patients with cancer through the
application of modern methods of curative and palliative therapy irrespective of their ability to pay, the
education of health care professionals and the public and to perform research into the causes and
treatment of cancer”

Leadership at SKMCH&RC promotes research of the highest scientific and ethical standards. It has
established research guidelines to provide guidance to investigators. Research guidelines define the
scientific standards and code of ethical conduct of research involving human subjects, which should be
followed by all researchers of the hospital. These are based on ethical principles that have their origin in
the Declaration of Helsinki, and that are consistent with Good clinical practice (GCP) guidelines and the
applicable regulatory requirements. Leadership has established this code to ensure the ethical conduct
of research.

Hospital leadership accepts the accountability of protection of human subjects in all research activities
of the hospital. It makes the investigators responsible for the protection of human subjects from research
risk. Review Bodies (Scientific review committee, SRC and Institutional review board, IRB) are authorized
to review this aspect. Clinical research office develops, maintains and disseminates these guidelines and
ensures the compliance of researchers with these guidelines. Hospital leadership also provides resources
and recognition for the performance of good research. The evaluation of staff participating in the
research program is incorporated into the routine appraisal of professional performance. The hospital
research program is integrated into the quality and patient safety program of the hospital to ensure safe,
high quality care for patients participating in research activities.
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1.0 STARTING A RESEARCH PROJECT AT SKMCH&RC

1.1 What is Clinical Research?

For the purposes of these guidelines, clinical research is defined as a systematic activity that involves
one or more of the following:

* People (typically patients, their carers, staff or volunteers)

* Their tissue

¢ Their organs

¢ Their personal information

And that meets all three of these criteria

e Attempts to answer a clearly defined question

e Employs systematic and rigorous methods

* |eads to new knowledge that may be transferable/generalizable

The first two criteria will also be met by audit and service evaluation activities, but these differ from
research in that audit seeks to measure existing practice against evidence-based standards, and
service evaluation addresses local service issues.

You need to register your project if it involves participants for whom SKMCH&RC has a duty of care,
i.e. patients, their carers or staff including data, images or tissue derived from the participants. You
will also need to register your research if it occurs in SKMCH&RC premises even if it does not directly
involve patients as would be the case of a medical physicist working on the development of
instrumentation. You may begin your project only after you have received a formal letter of approval,
following research review applicable to your research project

Some examples:

« |f participants are recruited by virtue of their relationship with SKMCH&RC, but the study involves
interviewing subjects in their own homes, the hospital has a duty of care.

e If the participants are recruited by virtue of their membership of a community group, and are
interviewed on SKMCH&RC premises, SKMCH&RC has a duty of care.

* |f the participants are recruited by virtue of their membership of a community group, and are
interviewed in their homes, SKMCH&RC does not have a duty of care. In this case, if the subjects
were recruited or identified because of lists/data available at SKMCH&RC, the research still falls
under the purview of SKMCH&RC
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1.2 Types of Research Projects Undertaken at SKMCH&RC:
The research division at SKMCH&RC is divided into three sections

e Clinical Research Office
e Basis Science Research Lab
e Cancer Registry and Clinical Data Management

In addition, individual departments are also involved in research activities specific to their
respective specialities. Pharmacy, nursing, radiology, pathology, ancillary teams and other
relevant services also provide support for various research studies where required. Human
subject research activities in diverse areas related primarily to the diagnosis and treatment of
cancer are undertaken at the hospital. We are currently not involved in animal research activities.
Table 1 below gives an overview of the various types of research projects undertaken at the

hospital and their approval requirements;

studies ,  gquasi-
experimental studies
etc.

Research

Scientific ; .
Type of Work Purpose : Ethical Review
Review

Infi | . Explori Only if rt
RErma Typically < 50 charts FAEROR No i
review ideas generated
Clinical Audits . QA audit and

Quality assurance :

— service No No
(QA) activity .
evaluation
Non- Descriptive  studies
interventional such as case report Yes (exemption
Research (n=1) and case series : granted if
Non- Analytic
(n<3) and No based on
. " Research .

retrospective studies anonymized

involving existing existing data)

data

Analytic studies such

as case-control,

cohort and cross

sectional studies Analytic Vi Vs

{(includes studies Research

involving human

biological  material

and images)
Interventional Clinical trials
Research {Randomized and

non-Randomized Experimental &

i ; Yes Yes

including research Research

with behavioral and

social interventions)

Other experimental

studies such  as

litati earch E imental
qualitative researc xperimenta Vi Vei
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