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Received ~ February 24, 2022 Health technology assessment (HTA) includes the synthesis of current evidence to support health-
Revised ~ March 29, 2022 care decision-making. In cases of the limited, contradictory, or uncertain evidence, it requires the
Accepted  April 26,2022 generation of trustworthy evidence through rigorous health research to support better decision-
Address for Correspondence: making. Patient-Centered Clinical Research Coordinating Center (PACEN) is a investigator-initiat-
Min-Jeong Kim ed research program funded by government, to answer the practical questions raised in real-world
Patient-Centered Clinical Research | settings. It includes systematic process such as topic suggestions from various stakeholders and de-
Coordinating Center (PACEN), veloping them into research proposals through the reviews of advisory groups involving relevant

National Evidence-based Healthcare
Collaborating Agency (NECA),
400 Neungdong-ro, Gwangjin-gu,

professionals and the public contributors. The important step in research development is specifying
the research questions and determining appropriate study designs to explore the questions. This pa-
Seoul 04933, Korea per concerns the latter and introduces the process in PACEN that supports the discussion and con-
Tel: +82-2-2174-2881 sensus among the advisory group members to decide study designs for research questions. PACEN
Fax: +82-2-725-4917 supports the four types of evidence-generation studies: randomized controlled trials (RCTs), cluster
E-mail: bella@neca.re kr non-RCTs (cluster non-RCTs), prospective cohorts, and retrospective cohorts. Two diagrams are se-
quentially applied to determine the appropriate study designs among them once either the evidence
synthesis or generation is decided with the first diagram, one of the four study types is decided with
the second one. Some cases of utilizing the diagrams in determining of PACEN’s clinical research
designs are provided. It expects that clinical research developed based on the efforts and collabora-
tion of many stakeholders at PACEN, will be linked in a circular way to HTA and health policy de-
cision-making.
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Evidence
synthesis/
summary

Reviewing if the

synthesis or summary 2) Can the
of the current decision-supporting
evidences produce evidence be
an evidence that can produced?
support decisions

Evidence
generation

Reviewing the
Topic uncertainty of
identification the current

1) Is the
uncertainty

high?
Ending
the process

Fig. 1. Adiagram to decide evidence-synthesis/summary or evidence-generation.
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Retro-spective

cohort

1) Does the
analysis of data generate
the decision-supporting
evidence?

Topic for
evidence
generation

3) Can the
allocation be
andomly?

Designing a
clinical trial

Reviewing the
available data

2) Is it No
possible to allocate
individuals or

groups?

Considering
the prospective
data collection

No
Prospective

cohort

Fig. 2. A diagram to decide one among the four study types for evidence-generation. RCT, randomized controlled trial; PCT, pragmatic
clincial trial; Non-RCT; non-randomized controlled trial.
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Fig. 3. A decision process of evidence-synthesis study: bone metastasis imaging test. The diagram was presented to decide one be-

tween evidence synthesis/summary and generation.
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Fig. 4. A decision process of randomized controlled trial study using two consecutive diagrams: development and evaluation of the pro-
gram for the safety of elderly patients. (A) First diagram to decide evidence generation, (B) second one to decide the best available
study design among the four clinical study types.
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Fig. 5. A decision process of prospective cohort study: prevention for neonatal and maternal infection after vaginal delivery. (A) First di-
agram to decide evidence generation, (B) second one to decide the best available design among the study types.
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Fig. 6. A decision process of retrospective cohort study: metabolic surgery in type 2 diabetes patients with obesity. (A) First diagram to
decide evidence generation, (B) second one to decide the best available design.
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Appendix 1

Characteristics of the study types for evidence—generation

ltems of characteristics

Experimental studies

(clinical trials)

Observational studies
(cohorts)

Prospective Retrospective

RCTs Non-RCTs
cohorts cohorts
Items for all study types Primary outcomes are compared according fo Y Y Y Y
exposure fo the infervention or comparator.
Primary outcomes of different groups are Y Y Y Y
compared.
Investigators allocate participants(individuals/ Y Y N N
groups) to the intervention or comparator group.
ltems for experimental  The groups are randomized. Y N N/A N/A
study types only
Iltem for observational  The data for exposure to the intervention or N/A N/A N N
study types only comparator and for primary outcomes are
collected concurrently.
Each group is organized on the basis of exposure N/A N/A Y Y
to the intervention or comparator.
Times of exposure to intervention or comparator N/A N/A Y Y
are the same.
The data for exposure to the intervention or N/A N/A N Y

comparator are collected after the occurrence

of primary outcomes, using already existing data.

Y, yes; N, no; N/A, not applicable
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