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DASAR-DASAR PENELITIAN KESEHATAN/KEDOKTERAN
SECARA UMUM

Penelitian merupakan kegiatan mencari tahu, menyelidiki, mencari jawaban tentang
suatu fenomena, atau masalah

Mengembangkan khazanah ilmu yang berguna untuk pengembangan ilmu itu
sendiri, mengembangkan teori, konsep, hukum, kaidah dan metodologi yang baru

Penelitian bisa dibagi atas deskriptif dan analitik. Deskriptif, hanya
menggambarkan fenomena yang ditemukan tanpa mencoba mencari hubungan
antar variable fenomena tersebut.

Penelitian analitik dibagi atas analitik observasional yaitu peneliti mencoba mencari
hubungan antar variable tanpa melakukan intervensi, yang kedua adalah analitik
eksperimental atau intervensional, peneliti melakukan perubahan-perubahan atau
intervensi terhadap variable-variable yang telah ditentukan sebelumnya.
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- Cochrane Database of Systematic Reviews
- Database of Abstracts of Reviews of
Effectiveness (DARE)

- Campbell Collaboration Library of
Systematic Reviews

* TRIP

Evidence-based medicine is
the integration of individual
clinical expertise with the best
available research evidence

- FirstConsult
- DynaMed

- Epocrates Essentials

- National Guideline Clearinghouse
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:g::mgo from systematic research and
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*TRIP expectations. A hierarchy of

‘ Conort Studies Unfiltered evidence can be used to assess
| Information the strength of evidence upon

Textbooks which clinical decisions are
- AccessMedicine

made, with randomized studies
at the top of the hierarchy.

- ClinicalKey

*TRIP searches filtered AND unfiltered information simultaneously.
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PENELITIAN DARI ASPEK PROSES/PERJALANAN PENYAKIT DAN
BIOMEDIK SD UJI KLINIK

1 Prevention \1 Treatment \ Rehabilitation Palliative Care
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» tissue architecture retained with all resident cell n .
types available and cell-cell contacts preserved
» efficient: large numbers of slices from small ol
amounts of tissue

» relatively easy to process

» suitable for animal & human renal tissue

» can be used to study drug efficacy, metabolism,
and toxicity
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New Drug Clinical Trials

Downward Trend: Only 16 out of every 100 drugs that enter Phase 1 will make it to FDA approval.
Phase 1 S Phase2 "\, $$ Phase3

Checking for Checking for Confirm Phase 4 trials
Safety Efficacy results

FDA Review /

20-100 volunteers 100 - 500 patients 1,000 — 5,000 patients Safety surveillance in

1! state of testing How well does - Drug MUST be safe ‘Real-life patients
in humans the drug work? - Comparison with current

'gold standard' treatment
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Experimental studies

Randomized clinical trials

The researcher assigns an
intervention (preventive, o Randomized clinical trial

therapeutic, educational) to the
participants
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e Parallel
¢ Crossover
e Cluster
e Factorial
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¢ Quasi-experimental
studies \

* Experimental studies ALEN
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controls
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Intention-to-treat (ITT) or
per-protocol (PP)

analysis

« Advantages

o (Cornerstone for studying efficacy and safety
of therapeutic interventions

o Prospective in nature, permitting
determination of causal relationships and

facilitating quality measures in data collection
o Reporting standard: CONSORT
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a_Fg Counfounding
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Classic randomized INTERVENTION COMPARATOR

clinical trial (New intervention) (Usual care, placebo or no-treatment)

Performance
and detection
r biases

Relative risk 1as
Absolute risk reduction
Relative risk reduction

Number needed to treat/harm

Protocol and register

b 4 Disadvantages

o The sample studied might not
be representative of all patients seen in
clinical practice :

e |nterventions are carried out in ideal
conditions which limit their extrapolation

¢ High economic cost and bioethical issues

Tantangan RCT

= SDM dan Infra-struktur: Clinical

Research Org., Good Lab.

Practice, Good Manufacturing

Pract., Good Clinical Pract.,
Data-management

= Biaya
" Rekrutmen pasien

* Big pharma industries
e State-owned pharmaceutical
industries



Try the modernized ClinicalTrials.gov beta website. Learn more about the modernization effort.

m U.S. National Library of Medicine

ClinicalTrials.gov

Find Studies = About Studies » Submit Studies Resources = About Site v PRS Login
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831 Studies found for: Indonesia

List By Topic On Map Search Details

< Hide Filters 7 Download =, Subscribe to RSS
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Row | Saved Status Study Title Conditions Interventions Locations
Clear
1 g Not yet Rice Bran-based Supplemental « Severe Acute + Dietary Supplement: « Savica
recruiting  Foods for the Treatment of Malnutrition Ready-to-use therapeutic Jakarta, Indonesia
Tl = M=  Chidhood Malnutrition food with heat stabilized
Re rice bran

« Dietary Supplement:

OJ Not yet recruiting )
Ready-to-use therapeutic

UJ Recruiting food (no rice bran)
[J Enrolling by invitation . o . '

_ N 2 g Recruiting  Acute Gastrointestinal Injury in « Acute « Other: AGI « Cipto Mangunkusumo
(J Active, not recruiting NEW Pediatrics Gastrointestinal Hospital
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