Orphan SA Pharmaceuticals (Pty) Ltd.
Phone: +27 11 467 8868 Fax: +27 11 467 8868

ADVERSE EVENT REPORTING FORM
BDP-GVHD-06

Type of Report: [ ]Initial [ ]Follow-Up  Patient Initials:

A. TREATING PHYSICIAN/REPORTER INFORMATION

TREATING PHYSICIAN INFORMATION

Name Title [_] Physician
[] Other
City/State/Province Country
Institute Name Address: Telephone #
Fax # Email: Mobile # (if available)

REPORTER INFORMATION
(IF DIFFERENT THAN ABOVE TREATING PHYSICIAN INFORMATION)

Name Title [_] Physician
[ ] Nurse
[ ]Pharmacist
[] Other
City/State/Province Country
Institute Name Address: Telephone #
Fax # Email: Mobile # (if available)
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Company Code No: Received date:




B. ADVERSE EVENT INFORMATION

Adverse Event

Serious* O Non-serious** [

*Check serious if any of the responses to questions 1 — 8 below is yes. If the event is serious, please also complete sections
C, D, E and F and sign page 4 of the form.

**Check non-serious if all of the responses to question 1-8 below is no. If the event is non-serious please finish completing
section B and sign page 4 of the form. There is no need to complete sections C, D, E and F.

1. Fatal? YESO NOO / / (Date of death)
(If yes, Autopsy Performed?) YESO NOO

2. Life threatening? YESO NoOO

3. Caused Persistent/ Significant Disability? YESO NOO

4. Prolongs existing hospitalization? YESOO NOO

5. Requires NEW (inpatient) hospitalization? YESO NoO

6. Required medical/surgical intervention to prevent permanent/significant impairment/damage? YESO NOO
7. Congenital Anomaly/Birth Defect? YESO NOO

8. Other medically important condition? YESO NOO

Onset Date

Does the patient have a history of this type of event prior to initiating orBec treatment? YESO NOO
(Comment)

Severity Relationship Action Taken Outcome
Mild O Not Related O None O Recovered 0O (Date: )
Moderate O Remote O Rx Therapy O Improved O
Severe O Possible O Prolonged Hosp. O Unchanged O
Probable O Interupt Tx O Worsened O
Highly Probable O Discontinue Tx O Died O (Date: )
Permanent Sequelae O Please provide more
detail in narrative description of event

C. ORBEC TREATMENT INFORMATION

The patient STARTED treatment on at OAM OPM
orBec treatment discontinued? YESOO NODO If yes, treatment STOPPED on at OAM OPM
LOT NUMBER(S): EXPIRY/RETEST DATE:

Fax the initial report to Orphan SA Pharmaceuticals (Pty) Ltd within 24 hours of contact.
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D. Patient Information

(1) Birth date (2) Weight (3) Sex (4) Height (5) Race
Male O
/ / . KG | Female O ) CM

E. Suspect Drug/Treatment Information

Drug/Treatment suspected of causing adverse event:

The patient started treatment on at OAM OPM

Lot number (s):

As a result of the adverse event, the treatment (check one)
] was continued
[] was stopped (date: )
[] dose was reduced (date: )

[ ] had already been discontinued prior to adverse event.

Provide a brief description of the adverse event and any applicable lab values, and treatment details (of AES). PLEASE
PRINT OR TYPE (attach supporting documentation to form if necessary).
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F. Concomitant Medications
Please provide any medications that the patient was using at the time of the adverse event. DO NOT include
those used to treat the adverse event.

Concomitant Dose Route Date Date Indication Suspected
medication(s) Started | Stopped* Drug**
(YYes/No)

*If the medication is ongoing, please fill in “ongoing” in the “stop date” column.
** Suspect means that the Adverse Event was considered caused by the drug

Treating Physician Signature: Date:
Day/Month/Year

Forward the completed signed original to Orphan SA Pharmaceuticals (Pty) Ltd; Attention: Medical Affairs;
4 Wesley Road, Lonehill, 2062, South Africa

Phone: +27 11 467 8868; Facsimile: +27 11 467 8868; E-mail: jenny@orphan.co.za
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