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CIOMS Guideline 2: Research conducted in low-resource settings

Before instituting a plan to undertake research in a population or community with limited resources or
infrastructure, the sponsor, researchers, and relevant public health authority must ensure that the research
is responsive to the health needs or priorities of the communities or populations where the research will
be conducted.

Commentary
Post-trial availability for communities and populations.

An investigational drug is unlikely to be generally available to the community before a drug_regulatory
authority has approved it.

However, other successful outcomes of research that do not require approval by a regulatory agency must
be implemented as soon as feasible.

CIOMS Guideline 6: Caring for participants’ health needs

Especially in the context of clinical trials, researchers and sponsors must make provisions for addressing participants’
health needs during research and for the transition of participants to care when the research is concluded.

Addressing participants’ health needs requires at least that researchers and sponsors make plans for:

- how care will be provided during the research when researchers discover conditions other than those under
study (“ancillary care”); and

- transitioning participants who continue to need care or preventive measures after the research to appropriate
clinical services; and

- the provision of continued access of proven beneficial study interventions; and

- consultations with other relevant stakeholders, if any, to define everyone’s responsibilities and the conditions
under which participants will receive continued access to a study intervention, such as an investigational drug,
that has proven to be beneficial as a result of the study.

When access is provided after research to investigational interventions that have proven beneficial, the provision
may end as soon as the study intervention has been made available through the local public healthcare system or
after a predetermined period of time on which the sponsors, researchers and community members agree before the
start of a trial.

Information on the care for participants’ health needs during and after the research must be disclosed during the
informed consent process.

Declaration of Helsinki 2013

26. In medical research involving competent human subjects, each potential subject must be adequately informed
of the aims, methods, sources of funding, any possible conflicts of interest, institutional affiliations of the researcher,
the anticipated benefits and potential risks of

the study and the discomfort it may entail, post-trial access and any other relevant aspects of the study.
Post-trial provision

34. In advance of a clinical trial, sponsors, researchers and host country governments should make provisions for
post-trial access for all participants who still need an intervention identified as beneficial in the study. This

information should also be disclosed to participants during the informed consent process.




