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Translation 
 

NOTIFICATION OF THE NARCOTICS COMMISSION 
RE: FORMS AND PROCEDURES FOR MONITORING THE EFFICACY AND SAFETY,  

AND REPORTING ADVERSE EVENTS RESULTING FROM THE USE OF  
HEMP-BASED MEDICINAL FORMULAE 

B.E. 2564 (2021)*1 
   

 
  Whereas it is imperative for the system for monitoring the safety of hemp-based 
medicinal formulae to operate in an efficient manner and in compliance with the universal 
standards for monitoring the safety of pharmaceutical products, and for the monitoring and 
reporting of adverse events resulting from the use of hemp-based medicinal formulae for 
medical purposes to be carried out in an efficient and standardized manner; 
 
  By virtue of the provisions of clause 32 (3) and 33 (5) of the Ministerial 
Regulation on Application for Licenses and Grant of Licenses to Produce, Import, Export, 
Dispose or Possess Narcotics of Category V Concerning Hemp, B.E. 2563 (2020) in conjunction 
with the resolution of the Narcotics Commission in the meeting No. 425-1/2564 on 19th January 
B.E. 2564 (2021), the Narcotics Commission hereby issues a notification as follows. 
 
  Clause 1. This notification shall come into force as from the day following 
the date of its publication in the Government Gazette. 
 
 
 
 

 

* Published in the Government Gazette, Vol. 138, Special Issue 30d, page 9, dated 8th 
February B.E. 2564 (2021) 

1 Translator’s Note: Readers should be aware that the word “distribute” as being used in this 
translation has the same meaning as the word “dispose” used in the translations of the Narcotics Act,  
B.E. 2522 (1979) and the Ministerial Regulation on Application for Licenses and Grant of Licenses to Produce, 
Import, Export, Dispose or Possess Narcotics of Category V Concerning Hemp, B.E. 2563 (2020) previously 
published by the FDA as both words are translated from the word “จำหน่าย” in Thai. The translator chooses 
the word “distribute” to avoid confusion that may be caused from the use of the word “dispose” in several 
contexts of this translation. 
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  Clause 2. In this notification: 
  “adverse event” means a symptom or an effect that is harmful to human’s 
body and which is caused during the use of a product and does not necessarily have any 
causal relationship with the use of such product; 
  “adverse effect” means an unintentional reaction which is harmful to human’s 
body and occurs when administering a normal dose of a drug for the prevention, diagnosis, 
treatment or cure of a disease or for the alteration of body mechanism, but does not include 
a reaction caused by an accidental or intentional drug overdose, as well as drug abuse and 
misuse; 
  “serious adverse effect” means an adverse effect that results in death, is life-
threatening, requires inpatient hospitalization or causes prolongation of hospitalization, results 
in disabilities or incapacity, or causes congenital anomaly or disabilities at birth; 
  “non-serious adverse effect” means an adverse effect that does not result in 
death, is not life-threatening, does not require inpatient hospitalization or does not cause 
prolongation of hospitalization, does not result in disabilities or incapacity, and does not cause 
congenital anomaly or disabilities at birth; 
  “operation report” means a report summarizing the results of the monitoring 
and evaluation of the efficacy and safety of the use of a hemp-based medicinal formula. 
   
   Clause 3. A licensee holding a license to produce or import a hemp-based 
medicinal formula for medical purposes under the Special Access Scheme shall monitor and 
evaluate the efficacy and safety of the use of the medicinal formula produced or imported 
by him or her through active surveillance procedures, i.e., organizing a project to monitor the 
efficacy and safety of the use of the drug in a form of a pharmacoepidemiology study which 
lasts for at least 2 years; reporting the progress once every 6 months; and submitting the 
results of the study to the Secretary-General of the Food and Drug Administration at the end 
of the project. 
  In this regard, the Food and Drug Administration may, upon consideration, 
require the study to continue if the information is insufficient to evaluate the efficacy and 
safety of the medicinal formula. 
 
   Clause 4. A licensee holding a license to produce or import for medical 
purposes a hemp-based medicinal formula which is certified by the Food and Drug 
Administration shall monitor and evaluate the efficacy and safety of the use of the medicinal 
formula produced or imported by him or her. In this regard, the licensee shall organize an 
activity to prompt or facilitate the medical personnel to report adverse events, gather the 
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information on such adverse events for intensified reporting, and submit an operation report 
to the Secretary-General of the Food and Drug Administration on an annual basis within 30 
days from the last day of each year using the Form NAR 5 SUM 1. 
 
   Clause 5. A licensee holding a license to produce for medical purposes a 
hemp-based medicinal formula which is a Thai traditional medicinal formula in a traditional 
Thai medical treatise shall, upon recommendations of the Department of Thai Traditional and 
Alternative Medicine and the Thai Traditional Medical Council, monitor and evaluate the 
efficacy and safety of the use of the medicinal formula produced by him or her through 
passive surveillance procedures, i.e., gathering and reporting adverse events from the medical 
facility, and submitting an operation report to the Secretary-General of the Food and Drug 
Administration on an annual basis within 30 days from the last day of each year using the 
Form NAR 5 SUM 1. 
 
   Clause 6. A licensee holding a license to produce hemp for compounding 
of drugs to treat specific patients for medical purposes shall monitor and evaluate the efficacy 
and safety of the use of the medicinal formula compounded by him or her, report adverse 
events occurred with all patients in the targeted spontaneous reporting using the Form NAR 5 
Herb C2, and submit an operation report to the Secretary-General of the Food and Drug 
Administration on a monthly basis within 10 days from the last day of each month using the 
Form NAR 5 Herb C1. 
 
   Clause 7. A licensee holding a license to distribute hemp for medical 
purposes shall monitor and evaluate the efficacy and safety of the use of the hemp-based 
medicinal formula, report adverse events occurred with all patients in the targeted 
spontaneous reporting using the Form NAR 5 AE 1, and submit an operation report to the 
Secretary-General of the Food and Drug Administration on a monthly basis within 10 days from 
the last day of each month using the Form NAR 5 SUM 2. 
 
   Clause 8. The periods for reporting adverse events discovered are 
classified into 3 levels as follows. 

(1) A serious adverse effect that results in death of a patient or is life-
threatening must be reported to the Secretary-General of the Food and Drug Administration 
within 7 days from the date on which the licensee has first known the information. An 
additional report (if any) shall be submitted within the next 8 days. A report shall be 
periodically submitted if additional information has become available. 
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(2) A serious adverse effect that requires inpatient hospitalization or causes 
prolongation of hospitalization, results in disabilities or incapacity, or causes congenital 
anomaly or disabilities at birth must be reported within 15 days from the date on which the 
information is first known. A report shall be periodically submitted if additional information 
has become available. 

(3) A non-serious adverse effect shall be reported within 30 days from the 
date on which the information is known. 
 
   Clause 9. The reporting of the monitoring and evaluation of efficacy and 
safety of the use of a hemp-based medicinal formula and the reporting of adverse events 
shall be made in the forms annexed to this notification as follows. 

(1) A report summarizing the result of the monitoring and evaluation of the 
efficacy and safety of the use of a hemp-based medicinal formula for a licensee holding a 
license to produce or import narcotics of category V for medical purposes shall be made in 
the Form NAR 5 SUM 1. 

(2) A report summarizing the result of the monitoring and evaluation of the 
efficacy and safety of the use of a hemp-based medicinal formula for a licensee holding a 
license to distribute narcotics of category V for medical purposes shall be made in the Form 
NAR 5 SUM 2. 

(3) A report summarizing the result of the monitoring and evaluation of the 
efficacy and safety of the use of a hemp-based medicinal formula for a licensee holding a 
license to produce narcotics of category V for compounding of drugs to treat specific patients 
shall be made in the Form NAR 5 Herb C1. 

(4) A report on adverse events resulted from the use of a hemp-based 
medicinal formula for a licensee holding a license to produce narcotics of category V for 
compounding of drugs to treat specific patients shall be made in the Form NAR 5 Herb C2. 

(5) A report on adverse events resulted from the use of a hemp-based 
medicinal formula shall be made in the Form NAR 5 AE1. 
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   Clause 10. Submission of a report on adverse events and a report 
summarizing the results of the monitoring and evaluation of the efficacy and safety under this 
notification shall be made mainly through an electronic means. In cases where the submission 
through an electronic means cannot be made, the document shall be submitted at the Food 
and Drug Administration. 
 
 

Announced on the 3rd day of February B.E. 2564 (2021) 
Thongchai Keeratihuttayagorn 

Deputy Permanent Secretary of the Ministry of Public Health 
Head of the Health Service Support Cluster 
Chairperson of the Narcotics Commission 
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Form NAR 5 SUM 1        Report No. ……………..……….………………. 
          Date of Report…………………………………. 

Form for Report Summarizing the Result of the Monitoring and Evaluation of the  
Efficacy and Safety of the Use of a Hemp-based Medicinal Formula 

For Licensee with License to Produce or Import Narcotics of Category V for Medical Purposes for the Year B.E. ……. 
Part 1 Information of the Licensee with a License to  Produce  Import Narcotics of Category V 
Name of Licensee License No. Tel. 
Production/Import Facility 
Name of Person Responsible for Monitoring and Evaluating Efficacy and Safety    Tel. 
Part 2 Report Summary of Adverse Drug Reaction  
No. Name of Product  

Active Ingredients and Potency 
Number of 
Products 

Distributed 

Number of 
Patients 

Treated with 
the Product 

Number of 
Patients with 

Adverse Effects 

Percentage of Patients 
with Adverse Effects 

      
      
      
Part 3 Report Summary of Other Adverse Events  
No. Name of Product  

Active Ingredients and Potency 
Number of Patients with Other Adverse Effects 

   Lack of Efficacy  Persons  Off-label Use               Persons 
 Product Quality Problem      Persons  Drug Abuse             Persons 
 Medication Error  Persons  Coincidence         Persons 
 Drug Overdose  Persons  Other (Specify)        Persons 

   Lack of Efficacy  Persons  Off-label Use               Persons 
 Product Quality Problem      Persons  Drug Abuse             Persons 
 Medication Error  Persons  Coincidence         Persons 
 Drug Overdose  Persons  Other (Specify)        Persons 

   Lack of Efficacy  Persons  Off-label Use               Persons 
 Product Quality Problem      Persons  Drug Abuse             Persons 
 Medication Error  Persons  Coincidence         Persons 
 Drug Overdose  Persons  Other (Specify)        Persons 

Part 3 Opinion and Suggestion on Protocol for Efficacy and Safety of the Product Produced or Imported  
 
 
 
 

Signature of Operator: ………………………………………… 
(                                  ) 

Date of Report: ………………………………………… 



2 

 

Form NAR 5 SUM 2        Report No. ……………..……….………………. 
          Date of Report…………………………………. 

Form for Report Summarizing the Result of the Monitoring and Evaluation of the  
Efficacy and Safety of the Use of a Hemp-based Medicinal Formula 

For Licensee with License to Distribute Narcotics of Category V for Medical Purposes  
Part 1 Information of the Licensee  
Name of Licensee License No. Tel. 
Name of Person Summarizing Report Position  Physician  Pharmacist  Nurse  Other …………. 
Name of Medical Facility Report of the Month of  Year (B.E.) 
Part 2 Report Summary of Adverse Events Resulting from Use of Medicinal Formula of Narcotics of Category V  
No. Name of Product  

 
No. of Patients Treated 

with This Drug  
(Persons) 

No. of Patients  
Encountering Adverse Events  

(Persons) 
    
    
    
    

Remark: If no patient encounters an adverse event, it shall be indicated as zero in the box for the number of patients 
encountering adverse events. 
Part 3 Name of Patients Encountering Adverse Events Resulting from Use of Medicinal Formula of Narcotics of Category V 
No. Name of Product  Report Reference No. Name of Patient 
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Form NAR 5 Herb C1        Report No. ……………..……….………………. 
          Date of Report…………………………………. 

Form for Report Summarizing the Result of the Monitoring and Evaluation of the  
Efficacy and Safety of the Use of a Hemp-based Medicinal Formula  

For Licensee with License to Produce Narcotics of Category V for Compounding of Drugs to Treat Specific Patients 
Part 1 Information of the Licensee  
Name of Licensee License No. Tel. 
Facility Report of the Month of  Year (B.E.) 
Person Compounding Drug Professional License No.* 
Part 2 Information of the Compounded Medicinal Formula 
Dosage Form:  Pill  Powder  Capsule 
 Decoction  Infusion  Solution  Ointment 
 Herbal Compress  Other ………………………………. 

Source of Raw Materials 
Directions and Dosage (Quantity, Unit, Frequency) 

Medicinal Properties and Reasons for Administering This Medicinal Formula 
 
Part 3 Report Summary on Adverse Events 
No. of Patients Treated with This Medicinal Formula         Persons 
(This month) 

No. of Patients Encountering Adverse Events*        Persons 

Remark: 1. If no patient encounters an adverse event, it shall be indicated as zero in the space for the number of 
patients encountering adverse events. 

             2. If an adverse event is discovered, the questions in the Form Herb C2 shall be answered. 
             3. In cases of folk healers, the professional license number need not be specified. 
             4. One report summary per one compounded medicinal formula. 

Name of Patients Encountering Adverse Events 
No. Report Reference No. Name of Patient Adverse Event Discovered 
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Form NAR 5 Herb C2        Report No. ……………..……….………………. 
          Date of Report…………………………………. 

Form for Report on Adverse Events Resulted from the Use of a Hemp-based Medicinal Formula 
For Licensee with License to Produce Narcotics of Category V for Compounding of Drugs to Treat Specific Patients 
Part 1 Information of the Licensee with the License to Produce Narcotics of Category V for Compounding of Drugs 

to Treat Specific Patients 
Name of Licensee License No. Tel. 
Production Facility Reporting Person 
Date of Knowledge of the Event Date of Record Report Reference No. 
Part 2 Patient Information  
Name  Age Years National ID No. Sex  Male  Female  Unidentified 
Patient’s Relevant Underlying Diseases/Other Medical Conditions  None   Yes, please specify  
Part 3 Information on Medicinal Formula with Narcotics of Category V 
Name of Medicinal Formula Date of Compounding 
Directions and Dosage (Quantity, Unit, Frequency) 
 
Disease or Symptom Treated with Medicinal Formula Compounded Using Narcotics of Category V 
 
Date of First Treatment 
Date of Last Treatment 

Had the patient been treated with this narcotic formula?  Yes  No  Unknown 
If yes,  event repeatedly occurs  event has never repeatedly occurred  Unknown 

Use of Other Medication or Herbs (If any, please specify) 
Part 4 Information on Adverse Event (Please describe the event in a detailed and complete manner) 
Description: 
Severity of Adverse Event  Not Serious  Serious (i.e.,  Death  Life-threatening  Permanent Disability/Incapacity 
 Requiring Inpatient Hospitalization/Prolongation of Hospitalization  Causing Congenital Anomaly/Teratogenesis) 
Part 5 Assessment of Causation between Adverse Event and Use of Medication 
1. There is any of the following symptoms or examination results to confirm the occurrence of the adverse event 

1.1 the symptom occurred in the past according to the patient 
1.2 the clinical symptoms are diagnosed by the medical personnel 

  Yes  No or Unknown 
  Yes  No or Unknown 

2. The medication in question is administered before the adverse event occurs   Yes  No or Unknown 
3. The adverse event occurs when: 

3.1 stopping the administration of the medication in question, or 
3.2 reducing the dosage of the medication in question, or 

 
  Yes  No or Unknown 
  Yes  No or Unknown 

4. No other cause results in the adverse event, except for the medication in question   Yes  No or Unknown 
5. The adverse event had previously been reported as resulting from the medication   Yes  No or Unknown 
6. The adverse event occurs in any of the following manner: 

6.1 resulting from the medication in question due to: 
(1) rechallenge, or 
(2) accidental rechallenge  

6.2 occurring shortly after administering only this type of medication 
6.3 occurring at the location where the medication is applied (e.g., 

external use drugs or topical use drugs) 

 
 
  Yes  No or Unknown 
  Yes  No or Unknown 
  Yes  No or Unknown 
  Yes  No or Unknown 

7. The same or similar symptom had previously occurred when administering the same class of medication  Yes  No or Unknown 
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Form NAR 5 AE1        Report No. ……………..……….………………. 
          Date of Report…………………………………. 

Form for Report on Adverse Events Resulted from the Use of a Hemp-based Medicinal Formula 
 

Report:  Initial  Follow-up No. ……  Final Type of Report:  Spontaneous Report  Research Project 
Part 1 Information of Person Submitting Report: 
 Licensee with the License to  Produce  Import  Distribute Narcotics of Category V 
Name of Licensee License No. Tel. 
Name of Person Witnessing/Reporting the Event Position  Physician  Pharmacist  Nurse  Other …………. 
Date of Knowledge of the Event Date of Record  Report Reference No. 
Part 2 Patient Information  
Name  National ID No. HN 
Sex  Male  Female  Unidentified Age    Years Type of Patient  Inpatient   Outpatient 
Patient’s Relevant Underlying Diseases/Other Medical Conditions  None   Yes, i.e.,  Diabetes  Hypertension 
 Hyperlipidemia  Ischemic Heart Disease  Cerebrovascular Disease  Liver Malfunction  Kidney Malfunction 
 Psychiatric Disorder  Other, please specify 
Part 3 Information on Medicinal Formula with Narcotics of Category V 
Name of Product Name of Producer/Importer 
Active Ingredients and Potency Production Lot  Expiration Date 
Directions and Dosage (Quantity, Unit, Frequency) 
 
Disease or Symptom Treated with Narcotics of Category V 
 

ICD 10 Code 

Date of First Treatment 
Date of Last Treatment 

Had the patient been treated with this narcotic formula?  Yes  No  Unknown 
If yes,  event repeatedly occurs  event has never repeatedly occurred  Unknown 

Part 4 Information on Adverse Event 
 Events/Adverse drug reaction, i.e., 
 
 Other adverse events, i.e.,  
 Lack of Efficacy  Product Quality Problem      Medication Error  Drug Overdose 
 Off-label Use        Drug Abuse       Coincidence   Other 

Please provide details of the cause:  
Actions Taken after Patient Encountering Adverse Event:  
 Stopping the medication   Unknown  
 Continuing the medication (with  reduced dosage  
 Increased dosage  same dosage  
 change of usage direction  change of frequency) 
 Other, please specify 
 
Result: 
 Improving  Not improving  Unknown 
Same Event Repeatedly Occurs after Repeating 
Medication:  Yes  No  Unknown 

Severity of Adverse Event:  Not Serious  Serious, i.e.,  
 Death  Life-threatening 
 Requiring Inpatient Hospitalization/Prolongation of Hospitalization 
 Permanent Disability/Incapacity  
 Causing Congenital Anomaly/Teratogenesis 
Assessment of Causation between Adverse Event and Use of 
Medication: 
 Certain/Definite    Probable/Likely 
 Possible     Unlikely/Doubtful 
 Conditional/Unclassified  
 Unassessable/Unclassifiable 

 


