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Adverse Event Reporting Form Following Administration of MBiotix HBI / MBiotix HBI Caps 

Intestinal Microbiota Preparation for healthcare professionals 

 
                       Fields marked with an asterisk (*) are mandatory. 

RECIPIENT OF MBiotix HBI / MBiotix HBI Caps PREPARATION 

Initials* Date of Birth* Age 

[years]* 

Sex Body Weight [kg] Height [cm] 

 

|__|__| 

Day 

|__|__| 

Month 

|__|__| 

Year 

|__|__|__|__| 

 

|__|__| 

☐ Female 

☐ Male 

☐ Prefer not to disclose 

 

|__|__|__|, |__| 

 

|__|__|__| 

INFORMATION ABOUT MBiotix HBI / MBiotix HBI Caps AND ADMINISTRATION PROCEDURE 

Name (MBiotix HBI/ MBiotix HBI Caps)*  

Code (e.g. PL000120260101S01)*  |__|__|__|__|__|__|__|__|__|__|__|__|__|__|__|__|__| 

Date of administration of MBiotix HBI/ 

MBiotix HBI Caps* 
|__|__|/ |__|__|/ |__|__|__|__|        time   |__|__|/ |__|__| 

Address of the healthcare facility where 

MBiotix HBI / MBiotix HBI Caps was 

administered* 

 

Route of administration 

(e.g. oral, gastroscopy, colonoscopy)  

Number of doses administered 

(number of capsules/ syringes)  

INFORMATION ABOUT THE ADVERSE EVENT 

Date of symptom onset  |__|__|/ |__|__|/ |__|__|__|__|       time   |__|__|/ |__|__| 

 

Time from administration of MBiotix HBI / 

MBiotix HBI Caps to onset of the adverse 

event 

 

Duration of symptoms  
☐ date symptoms resolved ........................................ 

☐ ongoing 
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Did the adverse event lead to 

discontinuation of treatment with MBiotix 

HBI/ MBiotix HBI Caps? 

☐ no 

☐ yes 

Symptoms* 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

☐ diarrhoea 

☐ abdominal pain 

☐ nausea 

☐ vomiting 

☐ constipation 

☐ bloating 

☐ pain in the anal region 

☐ belching, regurgitation 

☐ blood in the stool 

☐ rectal bleeding 

☐ fever 

☐ rash, skin redness 

☐ pruritus 

☐ malaise 

☐ difficulty breathing after the procedure 

☐ recurrence / worsening of the underlying 

disease 

☐ sore throat 

☐ pain when swallowing 

☐ difficulty eating 

☐ headache 

☐ aspiration pneumonia 

☐ chills 

☐ death 

☐ other medically significant event 

.............................................................. 

(please specify) 

Description of symptoms: 

 

 

 

 

Did the reported symptoms require 

additional medical consultation? 

(DOES NOT APPLY to hospitalisation 

directly related to the MBiotix HBI / 

MBiotix HBI Caps administration 

procedure) 

 

☐ no 

 

 

 

☐ yes – please indicate: 

   ☐ treating physician consultation 

   ☐ Primary Care Physician consultation 

   ☐ specialist consultation   

   ☐ Emergency Department     

   ☐ hospitalisation 

   ☐ other ……………………………………….……….. (please specify) 
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Outcome: 

 

 

 

 

 

☐ recovered without sequelae 

☐ recovered with sequelae (please specify) ........................................ 

☐ lack of recovery 

☐ symptoms under ongoing treatment 

☐ fatal, date of death: ........................................ 

☐ unknown 

CLINICAL INFORMATION 

Indication for administration of MBiotix 

HBI/ MBiotix HBI Caps  

Health status prior to administration of 

MBiotix HBI/ MBiotix HBI Caps  

Relevant laboratory and diagnostic test 

results  

Medical history and concomitant diseases 
 

 

Concomitant medications 
 

 

Additional information, e.g. current 

pregnancy, previous reactions to 

medicinal products, allergies, other 

diseases 

 

 

DATA OF THE REPORTING PERSON 

Name and surname*  

Professional License Number*  

Phone number*  

E-mail address*  

Professional practice address**  

Date and signature:  
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For the report to be valid, it must contain at least: 
1. Patient identification details.  
2. Description of the adverse event (one or more).  
3. The name (MBiotix HBI/ MBiotix HBI Caps) together with the product code, or the date and place of administration of 

the preparation suspected of causing the adverse event.  
4. Identification details of the person submitting the report.  

Completion of the remaining fields of this form will facilitate assessment of the causal relationship between MBiotix 
HBI / MBiotix HBI Caps and the reported adverse event. 
Please send the completed form by e-mail to: pacjent@human-biome.com or by post to the Human Biome office: 
Human Biome S.A. ul. Działkowa 85, Hall B, 02-234 Warsaw, Poland 
 
 
 

The Controller of your personal data is HUMAN BIOME S.A., ul. Starodworska 1, 80-137 Gdańsk. In matters related to personal 

data, you can contact our Data Protection Officer at rodo@human-biome.com. 

The personal data provided in the form will be processed to the extent necessary for reasons related to the public interest in the 

area of public health and for the protection of claims (Art. 6(1)(c) and (f) GDPR in conjunction with Art. 9(2)(f) and (i) GDPR). 

Personal data will be stored until the statutory document retention obligation expires. Providing the data in the form is necessary 

for the proper handling of the adverse event. 

You have the right to: 

• access your data, 

• correct it, if it is incorrect, 

• request its deletion in justified cases, 

• restrict its processing, 

• transfer your data to another controller, 

• withdraw consent at any time (this does not affect the lawfulness of processing carried out before withdrawal), 

• object to the processing of your data, if it is carried out on the basis of our legitimate interest. 

• If you believe your data is being processed unlawfully, you may lodge a complaint with the President of the Personal Data 

Protection Office (Prezes Urzędu Ochrony Danych Osobowych). 

Your data may be transferred to: 

• companies we cooperate with under contracts, e.g. IT service providers, hosting companies, payment operators, our 

employees and associates, 

• law firms, postal operators, payment service providers — as separate data controllers, 

• entities outside the European Economic Area (EEA) — only if necessary and with an adequate level of protection ensured, 

e.g. through: cooperation with companies in countries recognized by the European Commission as safe, or the use of 

standard contractual clauses approved by the European Commission. 
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