Subject Recruitment
Subject Retention & Compliance
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(inclusion and exclusion criteria)



Enrollment Period

Key milestones

a. IRB/IEC approval

b. FPI (First Patient In) or FPFV (First Patient First Visit)
Enrollment
c. LPI (Last Patient In) or LPFV (Last Patient First Visit) Period
d. LPO (Last Patient Out) or LPLV (Last Patient Last Visit)

e. Database locked

f.  Final study report completed



Recruitment Phases

A. Pre-screening (5282N2UAANTDY)
® |dentification of potential subjects
B. Screening (3282AANTDY)
® Inviting and obtaining informed consent
® Conducting screening procedures
® Initial IRB/IEC approval required
C. Enrollment (nN1519132%)

® Subject allocation (randomization) to active or control group



Sources of Potential Subjects

*  AALAINDNENENATAIUNRANLNUNNISAALADNUN LazAnaan (inclusion and

exclusion criteria)

* Jayanlun1sAuNILNEIYaY potential subjects

a)

b)

c)

d)

52UININY1Va915A (epidemiological data of the study disease)
waTaNWUZVRIISANIURANLNM; acute vs chronic

v %
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Sources of Potential Subjects

* Medical records (13952LU8U)

® OPD units, IPD units

* Lab testing (WaUfuans)

* Referral system (55UUN1569619)
* Community (Yu¥u)
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* AU



Sources of Potential Subjects

* Access and invitation (N131U1D9AN15IBITEY potential

subjects)

@ Direct contact: face to face, phone contact
@ Indirect contact

® Dear Doctors, Dear Pharmacists
® Poster

* Web

® Social media



Ethical Consideration

® Respect to confidentiality and privacy of potential

subjects

O Authorized vs. unauthorized to access personal data
® Inform unbiased information
®* Avoid “therapeutic misconception”

® Lack of pressure



Recruitment Planning

1 Develop recruitment strategy and back-up plan

2 Develop recruitment materials and submit to IRB/IEC for

review and approval
Set target (monthly)
Use screening/enrollment log for tracking

Monitoring target enrollment
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Screening Log

Screening/ |Informed |Screened |Subject If not
Subject ID | Consent Date enrolled? |enrolled,

Date YES/NO record

reasons for
exclusion




1 Number of Subject Enrolled

Enrollment Target
200

Month



Subject Compliance







