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1. (Introduction):  ( ) 
2. (General Principles):   
3. (Selective Safety Data):  
(1) (Introduction): ( ) 
(2) (General Principles): 
(3) (Targeted Safety Data Collection) 
4.  (Methods of Implementation) 
5.   
 
1. (Introduction) 

1.1  
1.2  
1.3  

 
2. (General Principles): 
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 A.  ( Types of targeted safety 
collection) 
 : 

 (Non-serious adverse events) 
 ( ) ( /) (Routine 

laboratory test after baseline) 
: (baseline):

 (Run-in Period)
(Washout period)

 
     

 (Baseline Information): 
-  
-  
-  
-  
- : (

)   
 

 ( ) ( /) (Information 
on concomitant medications after baseline) 

  
  

 
(safety data should ALWAYS be collected): 

  
 (Serious adverse events) 
 (Adverse events of special interest) 
 (Laboratory data of special interest) 

 
(Settings where targeted safety data collection 

is not appropriate):  
 (Drug discontinuation) 
 (Withdrawal from the trial) 
 / (Unscheduled study visits):

 
 (Pregnancies) 
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 Lactation (exposure of infant) 
 

: 
1. (Causality) 
2. (Incidence) 
3. (Severity of adverse events) 
4. ( Populations that are at risk) 
5. Dose-response   
 

 
 

(targeted safety data 
collection is not appropriate) /

 

  
 

 (population subsets) : 

 

; [

] 
 Geriatric 
 Pediatric 
 Geographic 
 Race 
 Ethnicity 
 Vaccines 

 
 

; 
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(1) 

 
(2) (PI)

(Be a disincentive to investigator or patient 
participation)  
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B. (  - 

) 
 

: 
 

(characteristics of subjects used in previous clinical 
investigations) 

 
( )

(e.g., demographics, regions, races, ethnicity) 
 (

) 
  

/
The relevance of each of the factors depends on the 

objectives of the planned study in relation to data obtained from previous 
investigations/approvals.  
 
C. Ensuring Patient Safety within Trials 

 2  
1)  
2)  
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(Sponsor)   
(Protocol)

  
 
D. Early Consultation with Regulatory Authorities 

 Targeted Safety 
Data Collection (TSDC)

 
 

( )  
SECTION 3: TARGETED SAFETY DATA COLLECTION 

: 
Types of Clinical Investigations That May Be Considered for Selected Safety 
data collection 
 

 
I  
1.  

: 

 
 
- : 

 
- :

 
- :  
 
2. [ ;  (Non- inferiority )

(endpoint)]
(population)

 
(1) (endpoint) 
(2) (Comparative effective) 
(3)  
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(4) :  
(5) (Real world effectiveness) 
(6)   (Measuring 

effectiveness of post-approval risk minimization activities) 
(7) / (Registries)[ E2E(

] 

 

/ (Registry) ......  
(Registry

(Registry)
 

(population)
(population)

(endpoint)  
 

ICH E8  1   
Example for ICH E8 GENERAL CONSIDERATIONS FOR CLINICAL TRIALS 
 Table 1 - An Approach to Classifying Clinical Studies According to Objective Type of 
Study 
 Objective of Study  Study Examples  
   

   

   

Therapeutic 
Use  

Refine understanding of 
benefit/risk relationship in general 
or special populations and/or 
environments  

Identify less common adverse 
reactions  

Refine dosing recommendation  

Comparative effectiveness studies  
Studies of mortality/morbidity 

outcomes  
Studies of additional endpoints  
Large simple trials  
Pharmacoeconomic  

  
3 (106 11 15 )  

 

SECTION 4: METHODS OF IMPLEMENTATION (DAY 3) 
Method of Implementation 
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 /  
 ( )   
  
 ( )

 (Physicians and patients have the option to report events to 
regulatory authorities) 
 

 
 

(protocol database)

( )
 

 

 
 

1. [ ] 

(MAH)
adverse event of potential interest AESI

AESI  
AESI

(protocol database)
 

2.  

Serious Adverse Event /SAE
(protocol) AESI  SAE

AE  AESI
/

(pre-specified manner described in the individual study 
protocols)  
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(may 
be advisable)  
 

3. /  

(protocol)

(protocol)
 

 
(protocol)

(using a tailored approach)  
 

4.  

 

(protocol)  
(well characterized)

(subset)  
/ (MAH) (care 

monitoring)  
* (virtual office visits)

(electronic monitoring)
 

*E / electronic clinical trial : 
(virtual office visits) (electronic monitoring) 
 

5.  

/

(well characterized)
/ (tailored safety data 

collection approach is)
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(study visit)
(visit)

(
remarkable  / )

(without collecting entire laboratory panel values)
/ (MAH)

(logistics)
 

( tailored data collection protocol)

MAH

(tailored collection approach)
 

 

GCP  
SECTION 5: RELATIONSHIP WITH OTHER 
GUIDELINES/REGULATIONS AND GCP-RELATED DOCUMENTS 
 

5.1 (Relationship with Guidelines and Regulations) 

- (Refer to ICH E2A, E2D and relevant local regulatory 
requirements) 

- Multi-Regional Clinical Trial: (Refer to ICH E17)   

-  - Risk-Based 
Approach: the updated GCP guideline. (Refer to ICH E6(R2)) 

- Quality by Design/Built-in Quality: (Refer to revised ICH E8 and E6) 

- Basis of E19 Guideline: (Refer to 

Late-Stage Premarket and Post-approval Clinical Investigations)   

-  CIOMS VI: To ensure 
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that a product is well characterized through appropriate safety 
assessment during clinical development, it is also recommended to 
refer to the CIOMS VI Working Report 

 
 
5.2  Relationship with 

(Target Safety Data Collection/TSDC) and GCP-related 
documents 

- ( ),  (Informed 
Consent Form /ICF), Study Protocol, and Informed Consent Form 
(ICF). 

- (Protocol)  
- (Informed Consent Form /ICF) 
- / (Monitoring Plan/Statistical Analysis Plan)  
- (Clinical Study Report) 
- (CTD)/  
- e.g. a pivotal study for an 

additional indication CTD /
(AE) TSDC

 
CIOMS

: 
 

4 (106 11 16 ) 

: 

1.1  

  

 
 

1.2  

(Regulator)
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(tailoring safety data 
collection in)
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(concept letter)

(Business plan)
(ICH E8)

(FDA Guidance for Industry: 
Determining the Extent of Safety Data Collection Needed in Late Stage 
Premarket and Post-approval Clinical Investigations)

ICH E8

 ICH
[ICH E8(R1): Revision of General Considerations for Clinical 

Trials dated 14 November 2017] ICH E8
ICH E8 

5  ICH E17: General Principles 
on Planning and Designing Multi-Regional Clinical Trials 
(Current Step 4) E11(R1) ADDENDUM TO ICH E11: CLINICAL 
INVESTIGATION OF MEDICINAL PRODUCTS IN THE PEDIATRIC 
POPULATION  

 

(106) 8 10
(1) First 

in human (2) /
(3)
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 (106) 12 12

 

ICH

e
(e clinical trials)

(Real World Data to Real. World Evidence, RWD to RWE)

e
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