
0 
 

( 

  

 

 

 

 

 

 

 

 

 

 

 REPORT ON THE  MEDICINES AND MEDICAL DEVICES CONTROL AUTHORITY 

BILL, 2019 

 

 

PRESENTED  

BY  

THE PORTFOLIO COMMITTEE ON THE SOCIAL CLUSTER                                                                                                         

 

National Assembly                                                                  Phone: +266 22323035 
P. O. Box 190                         Fax:  + 266 22310434 

Maseru 100 

 



1 
 

TABLE OF CONTENTS 

1. Introduction…………………………………………………………….……….…………….……2 

2. Ministerial Brief…………………………………………………………….………….…….……3 

3. Findings During the Stakeholder Meetings…………………………………………….4 

4. Observations of the Committee………………………….………..……….……………..4 

5. Consideration of the Bill, Clause by Clause…….………………….………..………..4 

6. Recommendations……………………………………………………..……………………....13 

7. Conclusion……………………………………………………………………………………………13 

 

 Annex 1 (List of Members of the Committee) 

 Annex 2 (Bill as Amended) 

 

 

 

 

 

 

 

  

 

 



2 
 

1. INTRODUCTION 

The Medicines and Medical Devices Control  Authority Bill, 2019 was tabled before the 

House by the Hon. Minister of Health on Tuesday 3rd December, 2019.  The Bill was 

referred for consideration to the Portfolio Committee on the Social Cluster (Annex1) in 

accordance with the National Assembly Standing Order No. 51(5).The Ministry responsible 

for the Bill was subsequently invited to provide the Committee with the policy context, 

financial implications, contents and effects of the Bill as per National Assembly Standing 

Order No. 54 (2). 

Following the tabling of the above-mentioned Bill, the Hon. Minister and his officials held a 

briefing session relating to the Bill for the Committee on Monday 26th October, 2020. After 

the session, members of the committee found it necessary to grant the following different 

stakeholders an opportunity to submit their views on the Bill to the Committee for its 

consideration:  

a) The Lesotho Medical, Dental and Pharmacy Council (LMDPC); 

b)  Lesotho Pharmaceutical Association (LPA); 

c) Lesotho Pharmacy Technician Association (LPTA); 

d) National Antimicrobial Resistance Coordinating Committee (NARCC); 

e) Pharmaceutical Association  of Lesotho (PSL); 

f) National Pharmaco-Therapeutics Committee (NPTC); 

g) National Pharmacovigilance Technical Committee (NPTC);  

h) Pharmacy Association of Lesotho (PAL);and 

i)  Phekoane Industry Association (PIA). 

The Committee therefore presents this report before the House on its findings during 

deliberations on the Bill.  
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2. MINISTERIAL BRIEF 

In briefing the Committee, the Hon. Minister of Health explained that the main purpose of 

the Bill is to establish Medicines Regulatory Authority which will be a statutory body 

responsible for regulating and controlling medicines and medical devices.   

It was further indicated that unregulated medicines result in the use of ineffective, poor 

quality and harmful medicines which can lead to therapeutic failure, exacerbation of 

diseases, resistance to medicines and sometimes deaths. In addition, it was indicated   that 

such medicines might also lead to trafficking of substandard medical products, 

manufacturing of herbal medicines which have adverse effects on users, advertisements of 

medical products with false claims attached on the effects of medicines, malpractices in 

medicines outlets and unauthorized clinical trials. 

The Bill therefore intends to address the said challenges by regulating and controlling the 

manufacture, sale, distribution and use of medical products to ensure that such products 

meet the required standard of safety, efficacy as well as quality in order to protect public 

health. 

Once the Bill is implemented, all medical products will be registered, premises used for 

manufacturing and selling of medical products as well as personnel handling medical 

products will also be licensed. 

On the issue of financial implications of the Bill, it was mentioned that the implementation of 

the Bill shall require some funds from the Government for setting up the Authority offices 

and its staff whilst the Government stands a chance to collect revenue in the form of 

licenses issuance as well as registration of medical products. 
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3. Findings during stakeholders meetings  

The above-mentioned stakeholders applauded Parliament’s initiative to engage them in the 

law making process through the portfolio Committee on the Social Cluster, especially the 

law that is intended to address issues relating to medical products and protect public health.  

The stakeholders appreciate the contents of the Bill and its intended spirit. They made 

inputs which were considered and influenced the proposed amendments that have been 

incorporated in the amended Bill.   

 

4. OBSERVATIONS OF THE COMMITTEE 

 

The Committee has observed that the stakeholders are passionate about this law which is 

meant to regulate and ensure access to safe medical products in the market locally and 

internationally. Medical products will therefore have shelf life. 

5.  CONSIDERATION OF THE BILL CLAUSE BY CLAUSE 

        5.1 CLAUSES WITHOUT AMENDMENTS  

The following Clauses were adopted without amendments: 

3,5,8,9,10,12,13,16,17,18,19,20,22,23,24,26,27,35,39,41,42,45,46,47,48,49,50,52,55,57,59

,60 and 61. 

         5. 2 GENERAL AMENDMENTS 

1.  Before the word “Medicines” insert the word “Lesotho” throughout the Bill. 

2. Unbold the bolded text wherever it appears on the Bill. 
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5.3 SPECIFIC AMENDMENTS  

The Committee adopted Clause 2 with the following amendments: 

3. In Clause 2, definition of “certificate,” line 2, delete reference “17” and substitute with 

“15.” 

4. In Clause 2,  definition of “chemist”, line 4, delete the words “ and licensed under,” 

and substitute them with the words   “with the Lesotho,” and after the word 

“Pharmacy” delete the words “Order, 1970” and substitute with “Council.”      

5. In Clause 2, definition of “registration,” line 2, delete reference “17” and substitute with 

“15” 

    Clause 4 was adopted with the following amendment: 

6. In Clause 4, delete the whole Clause and substitute with the following: 

“4.The functions of the Authority are to-  

(a) regulate the manufacture, import and export, storage, distribution, sale and 

use of medicines and medical devices; 

(b) ensure that medicines and medical devices that are circulating in the country 

are of good quality, efficacy and safe use, by regulating the pharmaceutical 

industry; and 

(c) performs such other functions in relation to this Act as the Board may direct.” 

     Clause 6 was adopted with the following amendments: 

 7. In Clause 6,  sub-clause (1), line 1, after the word “comprise” insert the word “of” and 

after the word “members,”  add the words “ who shall be appointed by the Minister by 

the notice published in the Gazette:” 

8. In Clause 6, sub-clause (1)(a), line 1, delete the word “Director,” and substitute it with 

“Head” and  after the word “Services” add the words “in the Ministry of Health;” 

9. In Clause 6, delete sub-clause (1)(b) and renumber sequentially. 

10. In Clause 6, sub-clause (1)(e), line 1, delete the word “two” and substitute with “four.”  
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11. In Clause 6, sub-clause (1)(e), line 1,  delete all the words after the word  “in” and 

substitute with “pharmaceutics, pharmacology, pharmacy practice and pharmaceutical 

analysis and who shall be nominated by the Lesotho Medical, Dental and Pharmacy 

Council; 

12. In Clause 6, delete sub-clause (1) (g) and substitute with the following new sub-clauses 

(g), (h) and (i)  

     “(g) the Head of Legal Department in the Ministry of Health; 

(h) a radiation physicist, who shall be nominated by the Lesotho Medical, Dental,  

and  Pharmacy Council; and 

(i) a diagnostic radiographer, who shall be nominated by the Lesotho  Medical, 

Dental and Pharmacy Council. 

13. In Clause 6, sub-clause (3), line 2, delete the word “noticed” and substitute with 

“notice” 

14. In Clause 6, sub-clause (4), lines 2-3, delete the words “in pharmaceutics, 

pharmacology, medical and allied health issues to sit on the Board,” and substitute 

with “on an ad hoc basis to advise the Board on a particular issue.” 

      Clause 7 was adopted with the following amendments: 

15. In Clause 7, sub-clause (1) (a), line 1, delete the word “to” 

16. In Clause 7, delete sub-clauses (1) (d) and (e) and renumber sequentially. 

17. In Clause 7, delete sub-clause (f) and substitute with “(f) approve the appointment 

and removal of the staff of the Authority which is made by the Chief Executive 

Officer.”  

18. In Clause7, sub-clause (g), line 3, after the word “Authority” delete the word “and”. 

19. In Clause7, sub-clause (h), line 2, after the word “Authority,” delete the “full stop,” 

and substitute with a “semi-colon.” 

20. In Clause 7, after sub-clause (h), add new sub-clauses (i), (j), (k), (l), and (m) as follows: 

        “(i) provide strategic guidance to the Authority in the discharge of its functions; 
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          (j) approve the strategic and annual work plan and budget of the Authority; 

           (k) review the annual reports presented by the Chief Accounting Officer; 

           (l) monitor and evaluate activities of the Authority; and 

(m) establish such committees as it deems necessary for the function of the       

Board.” 

      Clause 11 was adopted with the following amendments: 

21. After Clause 11, insert reference “(1).” 

22. In Clause 11, sub-clause (d), after the word “has,” insert the word “been.”  

23. In Clause 11, sub-clause (h), line1, after the word “insolvent” delete the word “or.” 

24. In Clause 11, sub-clause (i), line 1, delete the “full stop” and substitute with a “semi        

colon” and “or.” 

25. In Clause 11, after sub-clause (i), insert a new sub-clause (j) as follows: 

     “(j) becomes a member of Parliament.” 

      Clause 14 was adopted with the following amendments: 

26. In Clause 14, sub-clause (e),  line 1, after the word “employ”  insert the words “ staff 

of the Authority,” and  after the word “conditions” insert the words “and with the 

approval of” 

27. In Clause 14, sub-clause (e), lines 1-2, delete the words “as may think fit, such     

persons may.”  

     Clause 15 was adopted with the following amendments: 

28. In Clause 15, sub-clause (3), line 2, after the word “by” delete the word “the” 

29. In Clause 15, sub-clause (3), delete numberings “(c) and (d)” and substitute with                  

“(b) and (c).” 

30. In Clause 15, sub-clause (4), line 2, delete the word “circulating” and substitute with 

“circulated.” 

31. In Clause 15, sub-clause (4)(c), line 3, after the word “Authority”  insert the words   

“and is issued with a license.”  
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32. In Clause 15, sub-clause (8), line 2, delete the word “Board” and substitute with     

“Board’s” and after the word “approval” insert the words  “or disapproval” 

33. In Clause 15, delete sub-clause (9) and substitute with the following: 

  “(9) Where the registration of the medicine or medical device has been                        

approved by the Board, the Chief Executive Officer shall- 

 (a) register the medicine or the medical device; and  

 (b) issue a certificate of registration of the medicine or the medical device.” 

34. In Clause 15, after sub-clause (11), insert a new sub-clause (12) as follows and 

renumber sequentially: 

“(12) The Authority shall issue guidelines on the manufacturing, import and export         

of medicines and medical devices”  

35. In Clause 15, sub-clause (12), line 3, after the word “or” delete the word “to.” 

      Clause 21 was adopted with the following amendment: 

36. In Clause 21, sub-clause (1), line1, delete the words “Chief Executive Officer” and 

substitute with “Minister.” 

     Clause 25 was adopted with the following amendment:          

37. Delete the whole Clause 25 and renumber sequentially.  

      Clause 28 was adopted with following amendments: 

38. In Clause 28, heading, delete the word “personnel” and substitute it with “person.” 

39. In Clause 28, sub-clause (2), line 2, after the word “qualification” insert a “comma” 

and the word “registration.” 

     Clause 29 was adopted with the following amendment: 

40. In Clause 29, retain sub-clause (5) and renumber sequentially. 

      Clause 30 was adopted with the following amendments: 

41. In Clause 30, sub-clause (1)(b), after the word “considers” insert the word “that” 

42. In Clause 30, delete sub-clause (2) and renumber sequentially. 

     Clause 31 was adopted with the following amendments:  
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43. In Clause 31, sub-clause (2), line 3, after the word “or” delete “to.” 

44. After Clause 31, insert new Clauses 32, 33 and 34 as follows and renumber 

sequentially: 

 

PART V-POST MARKETING SURVEILANCE AND SAFETY MONITORING 

  “Pharmacovigilance 

  32. (1) The Authority shall- 

(a) monitor and analyse  adverse effects or events relating to a medicine or 

medical device regulated under this Act; 

(b) establish casualty, take remedial actions and report to international safety 

monitoring system; and 

(c) take appropriate regulatory action when necessary, including but not 

limited to revising the marketing authorisation, labelling or warning 

requirements of medicine or  medical device; 

(2)The Authority shall issue guidelines to provide for mandatory reporting, 

submission of periodic safety updates by manufacturers and distributors and 

voluntary reporting by health professionals and the public.” 

              

            Quality  Monitoring 

33. (1)The Authority may institute a risk-based testing scheme consisting of           

sampling of medicines and medical devices throughout the supply chain to 

identify the products most at risk or likely to be falsified or sub-standard  and 

shall take appropriate action to protect the public health, including enforcement 

measures under this Act. 

            (2) In performing its functions, the Authority shall utilise the National 

Pharmaceutical Quality Control Laboratory or any accredited laboratory within 

or outside the country for analysis of medicines and medical devices. 
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 Recall, non-release or non-dispensation of a medicine or medical device 

34. The Board shall, where it considers that a medicine or medical device is not 

fit for consumption, cause the Minister to declare, by  notice published in the 

Gazette, that the medicine or  medical device-  

           (a) is prohibited for sale to the public; 

(b) is recalled from the market if it is already on sale to the public; 

           (c) be returned to the manufacturer; or  

           (d) be disposed off in a prescribed manner.” 

 

      Clause 33 was adopted with the following amendment: 

45. In Clause 33 delete the whole Clause and substitute with “The Minister may, on the 

recommendation of the Board, make regulations for the control, handling, 

prescription and dispensing of a scheduled medicine or medical device”. 

       Clause 34 was adopted with the following amendment: 

46. In Clause 34, sub-clause (5), line 1, delete the word “Board” and substitute with 

“Minister” and after the word “may” insert the words “on the recommendation of the 

Board, and” 

      Clause 36 was adopted with the following amendment: 

47. In Clause 36, sub-clause(1)(b), last line, delete a “full stop” and substitute with a 

“semi-colon” and “or” and insert a new sub-clause (c) as follows: 

“(c) advertise a medicine or a medical device without the approval of the 

Authority.” 

      Clause 37 was adopted with the following amendment:  

48. In Clause 37, sub-clause (2), line 3, after the word “or” delete the word “to.” 

      Clause 38 was adopted with the following amendments: 

49. In Clause 38, sub-clause (2), line 1, delete reference “2” and substitute with “1.” 
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50. In Clause 38, sub-clause (3), line1, delete reference “3” and substitute with “2.” 

      Clause 40 was adopted with the following amendment: 

51. In Clause 40, sub-clause (1), line 1, after the word “may” delete the word “in” and 

substitute with “with.”  

      Clause 43 was adopted with the following amendments: 

52. In Clause 43 delete the whole Clause and substitute with the following: 

  “43 (1) The Minister shall appoint an Appeals Committee which shall be                                                                                                                                         

responsible for hearing Appeals against decisions of the Board. 

(2)The Appeals Committee shall be appointed on an adhoc basis to deal with matters 

brought on appeal by an applicant.” 

      Clause 44 was adopted with the following amendments: 

53. In Clause 44, sub-clause (1) (a), line 3, delete the word “and.” 

54. In Clause 44, delete sub-clause (1) (b) and substitute with the following:  

“(b) one pharmaceutical specialist and medical device expert who shall be       

nominated by the relevant professional councils; and 

 (c) one practitioner who is registered as a specialist in medicine, nursing, 

veterinary medicine  or public health, and may be called upon depending on the 

nature of appeal.” 

      Clause 47 was adopted with the following amendments: 

55. In Clause 47, line 1,  after the word “regional” delete the word “or” and substitute with 

a “comma” and in line 2, after the word “continental” insert the words “and 

international.” 

56. In Clause 47, line 2, delete the word “agencies” and substitute with “authorities.” 

      Clause 51 was adopted with the following amendment: 

57. In Clause 51, delete sub-clause (d) and renumber sequentially. 

      Clause 53 was adopted with the following amendments: 

58. In Clause 53, insert reference “1” and insert a new sub-clause (2) as follows: 
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  “(2) The accounts of the Authority shall be prepared for auditing not later than      

three months after the end of the financial year.”  

      Clause 54 was adopted with the following amendments: 

59. In Clause 54 delete the whole Clause and substitute with the following: 

  “Reporting of audited accounts  

(1) The Authority shall, after the close of each financial year, but not later than          

six months, submit the following documents to the Board- 

(a) an annual report on the activities of the Authority during the preceding                  

year, including the assessment relating to the achievement of the objectives of 

the Authority, compliance  policies, procedures and criteria established by the 

Board and the effectiveness of the administration of the Authority; 

           (b) audited financial statements; 

           (c) an income statement for the preceding financial year; and 

(d) a balance sheet showing the assets and liabilities of the   Authority   at                                                                                

the close of the financial year. 

           (2) The Board shall submit a copy of the annual report and audited accounts of  

the Authority to the Minister, who shall submit it to Parliament fourteen days 

after receipt of the report.”   

       Clause 56 was adopted with the following amendments:                                                                                                         

60. In Clause 56, sub-clause (1), line 2, after the word “pharmaceutical” insert “and  

medical devices.” 

61. In Clause 56, sub-clause (2), line 2, after the word “pharmaceutical” insert the words 

“and medical devices” 

62. In Clause 56, sub-clause (3), line 3, after the word “or” delete the word “to” 

      Clause 58 was adopted with the following amendments: 

63. In Clause 58, sub-clause (1), line 1, delete the words “on the recommendation of        

the Board.” 
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64. In Clause 58, sub-clause (2), line 1, delete the word “this.” 

 

6. RECOMMENDATIONS 

After a thorough scrutiny of the Bill, consideration of the Ministerial brief, analysis of the 

stakeholders’ opinions, the Committee recommends that the Bill be passed as amended 

(Annex2), however, the Committee recommends that:  

 The Ministry of Tourism should draft the bill which will regulate and control traditional 

herbalists in relation to their products in order to protect public health as well as 

people’s lives; 

 The Government should speed-up the establishment of the Bureau of Food 

Standards  in order to have shelf life for food produced within the country;  

 The Ministry ought to establish one body governing the following: Pharmacists; 

Pharmacist Technicians; Nurses; Assistant Nurses, Radiographers; Assistant 

Radiologists; Labour Technicians; Optometrists; Dentists; Assistant Dentists; 

Urologists and Ophthalmologists.  

 

7. CONCLUSION 

Having considered the Bill, the Committee resolved to submit this Report to the House for 

adoption. 
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ANNEX 1 

 MEMBERS OF THE PORTFOLIO COMMITTEE ON THE SOCIAL CLUSTER 

1. Hon. M. Fako ( Chairperson) 

2. Hon. T.  Kholumo 

3. Hon. M. Nkhase 

4. Hon. M. Seutloali 

5. Hon. L.  Makgothi 

6. Hon. N. Mafa 

7. Hon. K.  Mokhethi 

8. Hon. M. Thamae 

9. Hon. M. Mosothoane 

10. Hon. M. Koma 

11. Hon. M. Mahapa 

12. Hon. N. Makoae 

13. Hon. M. Monyolo 

14. Hon. M. Phohleli 

15. Hon. M. Hlalele 

16. Hon. M. Raphoto 

17. Hon. M. Mosena 

18. Hon. T. G. Manyooko 

19. Hon. K. Rantśo 

20. Hon. N. Kabi 

21. Hon. M. Hlao 

22. Hon. H. S. Lehana 
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