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 SAE Assessment by LKP and Sponsor 
 

Protocol Identification  

Protocol:  DAD (Diabetes and Depression Study) 

Protocol Code: DAD-Study EUDRACT No.: 2005-004525-26 

SAE Identification 

Patient (Random) 
No.: 

Site No.:  SAE No.: Date of onset of event: 

 Initial report    Follow-up report    
 
SAE (medical term, details see enclosed SAE report):  
 
 
 

SAE Assessment 
 

Serious? 

Related? 
(1=related, 2=probably, 3=possibly, 

4=unlikely, 5=not related, 
 6=not  assessable,  

0=not assessed) 

Unexpected? 

Investigator  yes I__I not applicable  

LKP  yes    no I__I  yes      no 

Review by the sponsor: 
Do you agree with the assessment made by LKP?  yes    no 
Comment: 
 
 
 
 

Sponsor assessment of risk-benefit ratio: 

  Safety issue that might alter the current benefit-risk assessment                                     

  Safety issue that is sufficient to consider changes in the conduct of the trial   

  further information will be required 

      
         ___________________                       ______________________________ 
            Date  (DD/MM/YY)                                         Signature LKP (Dr. Müller) 
 
         ___________________                       ______________________________ 
            Date  (DD/MM/YY)                                         Signature Sponsor (Dr. Petrak) 
 

PLEASE FAX TO KKS Mainz: FAX No. 
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ADVERSE EVENTS 

1 Definitions 

1.1 Adverse Event 

According to GCP, an adverse event (AE) is defined as follows: Any untoward medical occur-
rence in a subject administered a pharmaceutical product and which does not necessarily have 
a causal relationship with this treatment. An AE can therefore be any unfavourable and unin-
tended sign (including an abnormal laboratory finding), symptom, or disease temporally associ-
ated with the use of a medicinal investigational product, whether or not related to the medicinal 
investigational product. 

An AE may be: 

- New symptoms/medical conditions 

- New diagnosis 

- Changes of laboratory parameters 

- Intercurrent diseases and accidents 

- Worsening of medical conditions/diseases existing before clinical trial start 

- Recurrence of disease 

- Increase of frequency or intensity of episodically diseases. 

Surgical procedures themselves are not AEs; they are therapeutic measures for conditions that 
require surgery. The condition for which the surgery is required may be an AE. Planned surgical 
measures permitted by the clinical trial protocol and the condition(s) leading to these measures 
are not AEs, if the condition leading to the measure was present prior to inclusion into the trial. 

AEs fall into the categories "non-serious" and "serious". 

1.2 Serious Adverse Event 

A serious adverse event (SAE) is one that at any dose: 

- Results in death 

- Is life-threatening 

- Requires subject hospitalization or prolongation of existing hospitalization 

- Results in persistent or significant disability/incapacity or 

- Is a congenital anomaly/birth defect. 

1.2.1 Suspected unexpected serious adverse reactions (SUSARs) 

All adverse drug reactions that are both, serious and unexpected. 
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2 Period of Observation and Documentation 

All AEs reported by the subject or detected by the investigator, will be collected during the trial 
and must be documented on the appropriate pages of the CRF. AEs must also be documented 
in the subject’s medical records. 

In this trial, all AEs that occur after the subject has signed the informed consent document will 
be documented on the pages provided in the CRF (see Flowchart and chapters 6.1.5, 6.2.17 
and 6.4). All subjects who have AEs, whether considered associated with the use of the trial 
medication or not, must be monitored to determine the outcome. The clinical course of the AE 
will be followed up by the time of resolve or normalization of changed laboratory parameters or 
until it has changed to a stable condition. 

SAE will be followed up even after trial closure until the AE is resolved or normalization of 
changed laboratory parameters or until it has changed to a stable condition. 

2.1 Assessment of AE intensity 

The intensity of an AE should be assessed by the investigator as follows: 

mild: temporary event which is tolerated well by the subject and does not inter-
fere with normal daily activities 

moderate: event which results in discomfort for the subject and impairs his/her nor-
mal daily activity. 

severe: event which results in substantial impairment of normal activities of sub-
ject. 

2.2 Relation to trial participation 

The investigator will evaluate each AE occurred after administration of investigational medicinal 
product regarding the coherency with the administration of the investigational medicinal product 
possibly exists: 

certain: if there is a reasonable possibility that the event may have been caused 
by trial participation. A certain event has a strong temporal relationship 
and an alternative cause is unlikely. E.g. the AE abates upon discontinua-
tion of the trial participation and reappears when the trial participation is 
continued. 

probable: An AE that has a reasonable possibility that the event is likely to have 
been caused by trial participation. The AE has a timely relationship to 
the trial procedure(s) and follows a known pattern of response, but a 
potential alternative cause may be present. 

possible: An AE that has a reasonable possibility that the event may have been 
caused by trial participation. The AE has a timely relationship to the trial 
procedure(s); however, follows no known pattern of response, and an 
alternative cause seems more likely, or there is significant uncertainty 
about the cause of the event. 
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improbable: An AE that does not follow a reasonable temporal sequence from trial par-

ticipation and that is likely to have been produced by the subject’s clini-
cal state, other modes of therapy or other known etiology. 

unrelated: An AE that does not follow a reasonable temporal sequence from trial par-
ticipation and that is definitely caused by the subject’s clinical state, oth-
er modes of therapy or other known etiology. 

Unknown inadequate data for assessment, other data may be expected 

not assessable: inadequate data for assessment, no other data may be expected 

2.3 Action taken 

The investigator will record the action taken for each event according to the following: 

- None  

- Treatment required  

- Hospitalization  

- Patient withdrawn  

- Other (specify)  

2.4 Outcome of AE 

The investigator will record the outcome for each event according to the following: 

Recovered: The patient has completely recovered without any ongoing disadvantage. 

Improved: The patient recovers from the AE, but it is still present. 

Ongoing: The patient has an ongoing disadvantage which is unlikely to disappear in 
the future. 

Death  

lost to follow up  

3 Reporting of Serious Adverse Events by Investigator 

SAEs must be reported within 24 hours after the SAE becomes known using the "Serious Ad-
verse Event" form. 

SAE from the diabetological trial sites will be reported to: 

KKS Mainz 

Langenbeckstr. 2 

55131 Mainz 

FAX 06131/39-34634 
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SAE from the psychologists in the coordinating institutions will be reported to: 

Westfälische Klinik Dortmund/ 

Ruhr-Universität Bochum 

FAX  

(number is requested and will be notified  
before start of patient enrolment) 

The initial report must be as complete as possible including details of the current illness and 
(serious) adverse event and an assessment of the causal relationship between the event and 
the trial medication. The investigator must also inform the site monitor in all cases. 

4 Safety evaluation by the sponsor 

The investigator will give all informations to the sponsor that he needs for keeping the require-
ments without delay. 

The trial sponsor is responsible for SAE management and reporting as required by German 
Drug Law (AMG) and GCP regulation (GCP-V). 

SUSARs and safety issues as defined by GCP-V are subject of expedited reporting: 

The competent authorities and the Ethics Committee should be notified as soon as possible but 
not later than 15 calendar days (7 days if fatal or life-threatening). All investigators should be 
informed too. 

Work flow and procedures concerning pharmacovigilance are described in SOPs/Manuals. 

5 Emergency Unblinding 

The trial is unblinded concerning the study treatment. 

6 Emergency Treatment 

During and following a subject’s participation in the trial, the investigator should ensure that ad-
equate medical care is provided to a subject for any AEs including clinically significant laborato-
ry values. The investigator should inform a subject when medical care is needed for intercurrent 
illness(es) of which the investigator becomes aware. 


