DEPARTMENT OF HEALTH
NATIONAL HEALTH ACT, 2003 (Act 61 of 2003)
REGULATIONS REGARDING RGE GENERAL CONTROL OF HUMAN BODIES AND TISSUE FOR TRANSPLANTATION
The Minister of Health intends, in terms of section 68(1) of the National Health Act, 2003 (Act no 61 of 2003), to make the regulations in the schedule.
SCHEDULE
CHAPTER 1
Definitions
In these regulations any expression to which meaning has been assigned to in the Act shall bear that meaning and, unless the context indicates otherwise-
“Act” means the National health Act, 2003(Act 61 of 2003)
“Appointed manager” means
“Deceased donors” means an organ or tissue donor who has already died and is certified to be dead by either brain death or circulatory death
‘donor” means a person from whom blood or tissue may be, is intended to be, is being or has been removed, for use by another person
“Foreign related and unrelated recipients with living” means
“Genetically related” means, for the purpose of these regulations, a person is genetically related to (this must go to the definition section)
(i) His or her natural parents and children
(ii) His or her brothers and sisters of whole or half blood
(iii) The brothers and sisters of the whole or half blood or either natural parents and,
(iv) The children of brothers and sisters of whole or half blood
(v) The natural children of his or her brothers and sisters of the whole or half blood or of the brothers and sisters of the whole or half blood of either of natural parents
(vi) No person shall in any particular case be treated as related in any of those ways unless adequate proof of the claimed relationship has been established by the authorised institution or the treating medical practitioner.
(vii) His or her permanent partner in a stable relationship for more than 2 years

 “Live donor” means a person fully worked up and suitable to donate one of his/her kidneys to another person.
“unrelated” means all other living donors not included in “Genetically related”
	
“Organ” means any part of the human body adapted by its structure to perform any particular vital function, including the eye and its accessories, but does not include skin and appendages, flesh, bone, bone marrow, body fluid, blood or gamete
“Peer-appointed surgeon” means a registered surgeon experienced in transplantation and able to perform the operation
“Recipient” means a person who may receive, is intended to receive, is receiving or has received blood or tissue from a donor
“Tissue” means human tissue, and includes flesh, bone, a gland, an organ, skin, bone marrow or body fluid, but excludes blood or gamete
“Transplantation unit” means a dedicated area in a hospital and team of medical personnel with experience in transplantation and organ donation


CHAPTER 2
MINISTERIAL ADVISORY COMMITTEE
Establishment and Composition of MAC
1. The Minister in consultation with other relevant structures, public and private, shall appoint the Advisory Committee on tissue transplantation.
2. The Ministerial Advisory Committee shall consist of 4-8 members
3. Members of the MAC shall be chosen in their individual capacities, not as representatives or nominees of any organisation
4. They shall include medical doctors and others who have expertise in aspects of tissue transplantation and related disciplines.
5. The objectives and functions of the Advisory Committee are to advise the Minister on:
	(i) The granting of authority to the transplant units to perform tissue transplantation on unrelated living patients
	(ii) Any future policy, strategic and performance requirements in tissue transplantation.
(iii) The performance of norms and standards transplant units.
6. The department must provide secretariat services to the committee
7.  The committee may, on an ad hoc basis, co-opt any person(s) to advise and assist the committee on any matter in order to achieve the objectives of these regulations.
8. The members of the committee shall hold the office for a period of five years, but shall be eligible for reappointment


CHAPTER 3
DONATION OF TISSUE
Institutions or persons to which human bodies or tissue may be donated
A human body, or specific tissue, may be donated to any of the following institutions or persons
(a) A health establishment
(b) A university or university of technology
(c) An authorised institution 
(d) Any person who requires therapy in which the tissue concerned can be used for therapeutic purposes under the supervision of (a) (b) or (c).
Except in the case of the tissue as contemplated in section 61 of the Act, a donation can only be done to authorised institution, or person(s) referred to in regulation.
If a person has made conflicting donations of her or his body or any specific tissue or organ thereof, effect shall be given to the donation which was last made and which complies with the provisions of Section 62 of the Act, provided that if such a person had first donated her or his entire body to one recipient and thereafter donated any specific tissue thereof to another recipient, the donation of her or his entire body shall be deemed to be the donation.
Approval of transplant units
In order for the Member of the Executive Council for Health to approve transplant unit in a health establishment, such a unit must meet the following criteria;
(a) A multidisciplinary expertise headed by peer-appointed surgeon, physician or paediatrician with at least 2 years experience in transplant medicine or as an appointed manager or regular access to such expertise including the services of social workers or psychologists in order t o provide optimum care for assessment, transplantation and follow up of live organ donors and transplant recipients.

(b) Both the transplant unit and its treating physician(s) must have the capacity and commitment to undertake uninterrupted, lifetime, long term care including the supervision of immunosuppressive therapy and monitoring of transplant recipients and living donor

(c) Annual inspections of transplant units to ensure compliance with these regulations and the requirements of the Act must be carried out by the relevant inspectorate of the provincial Department of Health or, by an inspector of Anatomy employed by the Provincial Department of Health or by a person delegated for this purpose (not sure we could regulate on behalf of the province)
(d) Full clinical support services to ensure the health and well-being of both live tissue donors and transplant recipients must be available twenty four hours a day to transplant units.

Procedures for the appropriate reimbursement of costs of organ procurement must be in place. Recovery of costs related to the donation of organs must be for the account of the recipient:
		(a) The insurer of the recipient where applicable
		(b) The health care provider of the recipient
		(c) The recipient where (a) or (b) do not apply


CHAPTER 4 

DONATION OF TISSUE

REMOVAL OF TISSUE FROM LIVING OR DECEASED PERSONS (genetically related or unrelated for transplantation)

1. A person may not remove tissue from the body of a living person for the purpose referred to in section 56 of the Act unless:

(a) An explanation in respect of the following have been given by the treating physician and surgeon to the living donor and the recipient of the relevant tissue
· The cost, risks and benefits of each of the treatment options or proposed health interventions.
· The informed consent of both the donor and the recipient must be obtained in accordance with the provisions of 6, 7 and 8 of the Act.
(b) Written consent form (annexure A) completed in duplicate and signed by the live donor and recipient in the presence of the health care provider who is part of the transplant team, indicating that the procedure or proposed health intervention has been explained to the donor and recipient authorising the removal if the relevant tissue from the donors body and must also be signed by the health care provider who explained the procedure to the donor.
(c) The tissue donor and recipient comply with the clinical an psychological requirements for the tissue donation and transplantation reflected in these regulations as Annexure B
(d) It has been reasonably established by the hospital or authorised institution and treating physician that the motive of the donor is not for profit and the donor and the recipient have provided affirmation to this effect.
(e) Both the live donor and recipient has been informed of lifelong follow up protocol
(f) The live donor has been informed that he or she may withdraw the donation at any time prior to transplantation surgery
(g) Where death may have occurred as a result of non-natural causes, the relevant State Pathologist must grant permission for removal of organs for the purpose of transplantation
2.  No person may remove tissue from the living person for transplant into another person without the Ministers, or Ministers delegated authority, for transplant unless the person into whom the tissue is to be transplanted is genetically related or legally married for more than 2 years to the person from whom the tissue is removed.
SCREENING OF DONORS AND TESTING OF TISSUE
(1) A Donor shall be evaluated to determine whether his or her tissue may be accepted for transplantation and the evaluation shall include a physical and psychological workup.
(2) Precautions shall be taken to ensure that the donor does not have any of the contraindications for donation of organs
(3) A donor shall be screened and his tissue tested by a person trained for the purpose

PRESERVATION AND HARVEST OF TISSUES
(1) Subject to the sub regulation (2) tissue shall be preserved as soon as practicable after the death of a donor, by placing the cadaver of the donor in a controlled, refrigerated environment or in a cool chamber surrounded by ice and, in case of ocular tissue, by placing ice over the closed eyelids
(2) Twenty four hours shall be the maximum time period allowed to elapse between the death of donor and the harvest of his tissue
(3) Sub regulation (1)and (2) shall not apply where a donor has been diagnosed with brain stem death but has a beating heart.
(4) A medical practitioner who harvests tissue from a donor shall make a record of Form A of the Schedule.
STORAGE OF TISSUE
1. Procured tissue shall be individually packaged and sealed, where appropriate, with a seal capable of revealing whether there has been tampering with the package.
2. A package of procured tissue shall be placed in a properly labelled, waterproof, sterile container indicating “Human Tissue” contents 
3. The container shall be secured in a controlled or refrigerated environment or in a chamber surrounded by ice, for a period of time approved by the transplant surgeon before transplantation, to avoid the possibility of harvested tissue becoming damaged or contaminated.
4. The tissue for implantation shall be assigned a unique identification number
5. The container in which the tissue is stored shall clearly indicate
a. The time of harvesting
b. The type of tissue and
c. The results of any tests performed on the tissue
6. An appropriate storage medium shall be used and users shall be guided by the recommendations of the manufacturer as to the date, temperature and other factors
7. Corneal tissue and sclera shall be stored in an approved 
8. A record shall be made on the label or a package of the medium used to store the tissue
9. Tissue for implantation shall not be frozen
DELIVERY AND RECEIPT OF HARVESTED TISSUE
1. Where tissue, other than ocular tissue, is intended to be used for a transplantation, it shall be delivered, along with Form A completed in respect of the tissue, to the surgeon or another medical practitioner, involved in the performing the transplantation.
2. Where ocular tissue is intended to be used for transplantation, it shall be delivered along with a Form A completed in respect of the tissue, to an ophthalmologist, a physician or trained technician involved in performing the transplantation.
3. The person who receives the harvested tissue shall be given a written confirmation as to the condition of the tissue when received and notwithstanding sub regulation (1); the surgeon shall be ultimately responsible for assessing the suitability for transplantation of the harvested tissue received.
4. A note shall accompany the tissue that is delivered, disclaiming any warranty as to the merchantability or fitness for particular purpose of the tissue
5. A record of the delivery and receipt of the tissue shall be kept by the designated officer.
6. A person involved in the transport of tissue shall receive adequate practical training with respect to the handling of containers containing tissue and his role in the process of transplantation.
7. Overall responsibility for the transportation of tissue shall rest with a person designated by the Minister to co-ordinate transport.
ALLOCATION OF HARVESTED TISSUE
1. Harvested tissue shall be allocated in a fair and equitable manner
2. Access to harvested tissue shall be provided without regard to sex, age, religion, race, creed or colour of the recipient
3. The Chief Medical Officer shall establish a procedure for the recall of harvested tissue.
4. Tissue harvested from a cadaver shall be exported only in cases where local needs are satisfied.
RECORDS OF TRANSPLANTATIONS
1. A surgeon or another medical practitioner involved in performing a transplantation of ocular, renal or cardiac tissue, as the case may be, shall within seventy two hours after the transplantation, make a record of the transplantation on an approved form
2. The record under sub regulation (1) state
a. The acceptance of transplanted tissue by a recipient and the surgical procedures used for transplantation and
b. Any immediate adverse reactions of the recipient that are attributable to the transplantation

KEEPING OF RECORDS
1. Records to be kept under these Regulations shall be kept by the medical Chief of Staff, for a minimum of twenty years from the date the record was made
2. Confidentiality shall be maintained at all times and where software packages are used for storing records, security shall be observed by allowing access only to authorised personnel.
3. The Medical Chief of Staff shall ensure that duplicates of records be kept 

TRANSPLANTATION OF OCULAR TISSUE
HARVEST, ASSESSMENT AND STORAGE OF OCULAR TISSUE
1. The surgeon harvesting the tissue shall record the results of the screening and testing of the blood of the donor and submit a copy of the record to the person responsible for processing and storing the tissue.
2. Documentation of data related to the processing and storage of tissue shall be the responsibility of the person who processed and stored the tissue.
3. Cornea and sclera shall be stored in a refrigerated environment at between 2°C and 6°C
4. A refrigeration unit shall be fitted with a device for the continuous monitoring of temperature, which produces a printed record of the temperature inside the storage chamber throughout the day.
5. Loss of temperature control within the storage chamber shall be certified immediately upon discovery and a determination shall be made as the whether the tissue is still viable
MEDICAL FACILITIES
Transplantation of renal tissue shall only be performed in an that complies with the conditions stated in ‘CHAPTER 3, Approval of transplant units’
PERSONNEL
1) The Medical Chief of Staff in a hospital involved in the transplantation of renal tissue shall
a. Identify teams of medical practitioners to harvest renal tissue
b. Ensure that the services of
i. A pathologist capable of interpreting renal transplantation biopsy material
ii. Medical personnel skilled in the management of critically ill persons and
iii. A transplantation co-ordinator are available in hospital
2) A team of medical practitioners referred to in subregulation (1) (a) shall comprise a surgeon skilled certified or experienced in surgical procedures of transplantation and a physician skilled, trained or experienced in managing immunosuppressive therapy and its complications.
TRANSPLANTATION OF OCULAR TISSUE MEDICAL FACILITIES PERSONNEL
1) Transplantation of ocular tissue shall be shall be carried out in a hospital equipped for microsurgical ophthalmic surgery.

TRANSPLANTATION OF RENAL AND PANCREATIC TISSUE
1. The following tests are conducted at the time of renal tissue procurement from a donor
a. ABO Blood typing
b. Tissue typing: Histocompatibility testing, Human Leucocyte Antigen(HLA Typing) A, B and DR
c. Test for syphilis, ELISA or FTA for Treponema pallidum
d. Human immunodeficiency Virus I and II antibody and antigen
e. Hepatitis B Surface Antigen
f. Cytomegalovirus Serology, including lgG and lgM
g. T and B Cell cross matching, where the serum of a recipient is tested against the tissue of a donor
h. Hepatitis C Virus antibody
i. Any other test determined by the Chief medical Officer
2. Harvested cadaveric renal tissue shall be stored either by cold storage or using ice or by machine perfusion for a period of time approved by the Chief Medical Officer, before transplantation
3. Where the method of cold storage is used, the renal tissue shall be flushed with an approved solution, separated, placed on ice in sterile containers and transported to a hospital.
4. Renal tissue shall be allocated only where a recipient demonstrates that he can comply with medical instructions and procedures necessary to maintain transplanted renal tissue.
5. A recipient may receive more than one transplantation of renal tissue
a. Harvested renal tissue is delivered to the directed destination in accordance with regulation 7
b. A person is designated to receive harvested renal tissue and an area is designated in which harvested renal tissue to be received.
TRANSPLANTATION OF CARDIAC, LUNG AND LIVER TISSUE
The allocation of cardiac and liver tissue shall be based on the
a) Urgency attaching to the need of the recipient
b) Physical proximity of the donor to the recipient, and
c) Length of time the name of the recipient has been on the waiting list.
BRAIN STEM DEATH
1) Brain stem death shall be diagnosed in the demonstration of the absence of reflexes of the brain stem in a person with a known cause of severe and irreversible brain damage
2) Diagnosis shall be made either by electrophysiological, radiological or other tests by simple, reliable bedside demonstrations of the absence of reflexes of the brain stem
The clinical criteria for the diagnosis of brain stem death shall be that
a) The person is in a coma and totally dependent on ventilator support’
b) There is no doubt that the coma is due to irremediable structural brain damage
c) A diagnosis of a disorder that can lead to brain stem death has been made and
d) There is no evidence that a depressant drug, hypothermia, a metabolic or endocrine disturbance is responsible for or contributes to the coma or that respiration has been impaired by neuromuscular blocking agents or other drugs.
The minimum clinical signs of brain stem death shall be
a) Reflexes of the brain stem are absent and this is evident where
I. The pupils are fixed and do not react to sharp changes in the intensity of incident light
II. There are no corneal reflexes in response to firm stimulation of the cornea;
III. There are no responses to caloric stimulation and no eye movement occurs during or after the slow injection of twenty millilitres of cold water into each external auditory meatus, clear access to the tympanic membrane having been established by direct inspection
IV. No motor responses can be elicited from the cranial or spinal nerve distribution with adequate stimulation of the relevant somatic area and where there is an injury to the spinal cord, the stimulus shall be applied above the level of the injury and
V. Respiratory movements do not return on disconnecting the ventilator, despite the adequate partial pressure of carbon dioxide of 6.65 Pascals 
b) Where a ventilator is to be disconnected for the purpose of looking for respiratory movements in a person, the attending medical practitioner shall, as far as possible, reduce the risk of hypoxia during disconnection by oxygenating the blood of the person before disconnection from the ventilator with the concentration oxygen at 100 per cent and delivering oxygen at 61 min-1 through a catheter into the trachea
c) Where a person has chronic respiratory disease
I. The test at subregulation (2) shall not be used
II. And the respiratory centre of the person is unresponsive to carbon dioxide careful monitoring of the partial pressure of oxygen and oxygen saturation is essential
d) In addition to the tests referred to in subregulation (4) the following tests may be used
I. Brain blood flow studies
II. Brain stem evoked audiometry response where possible
III. Whether the patient has dolls eye movement whenever possible and
IV. Atropine tests
e) The diagnosis of brain stem death shall be made by 
I. Two medical practitioners acting independently, with each examining the person on no less than two separate occasions, which shall be at least thirty minutes apart; or
II. Two medical practitioners jointly carrying out a set of tests on each of two occasions which shall be at least two hours apart with one of the medical practitioners carrying out the tests and the other recording the results.
3) A medical practitioner who has an active role in transplantation shall be disqualified from participation in the diagnosis of brain stem death
4) Communication with the nearest relative shall not take place in public and, where the nearest relative cannot be contacted, the attempts to contact him shall be recorded
5) The medical practitioners and nurses of the team of the hospital may participate in the process of the communication with the nearest relative provided that the medical practitioner having prime responsibility for the care of the person is informed of the process.
6) A record of the discussion, strategy and communication shall be made
7) The decision to discontinue a system of life support shall rest with the medical practitioner having prime responsibility for the care of the person
8) The nearest relative shall be notified by the medical practitioner with prime responsibility for the care of the person or by a person authorised by the medical practitioner when the diagnosis of brain stem death is confirmed
9) The religious and cultural requests, before and after, shall be met as far as possible during the process of the discontinuance

PROCEDURE FOR APPLICATION FOR MINISTERIAL APPROVAL FOR UNRELATED DONORS, NON- SOUTH AFRICAN (BOTH RELATED AND UNRELATED RECIPIENTS) OR NEEDING CADAVERIC DONORS
1) Transplants between unrelated persons may only be performed with the written approval of the Minister
2) The Minister may grant permission for the transplant on receipt of a written application and documentation detailed in Annexure C of these regulations

USE OF TISSUE REMOVED FROM LIVING PERSONS
Tissue removed from living persons may only be used for medical, dental, therapeutic and diagnostic purposes.
TRANSPLANTS RELATING TO NON-SOUTH AFRICAN CITIZENS, BOTH RELATED AND UNRELATED RECIPIENTS OF LIVE DONORS OR RECIPIENTS AND CADAVERIC DONORS
1. A Non-South African live donor or recipient may not undergo an operation for purposes of tissue transplantation in a South African health establishment unless;
a. Written approval by the Minister has been obtained on receipt of
i. The documents referred to in Annexure C and Regulation 8
ii. A written undertaking from the referring health care provider confirming that post transplantation care sufficient to ensure the continued health and well-being of the live donor and the recipient will be provided in their countries of residence
iii. Proof of identification of the recipient and the living donor
b. Tissue typing of the donor and recipient shall be conducted within The Republic in order to determine whether there is a match

CHAPTER 5
DONATION FROM DECEASED PERSONS THAT DIED OF NATUARL AND NON-NATURAL CAUSES
REMOVAL OF TISSUE FROM THE DECEASED PERSON WHO DIED OF NATURAL CAUSES
1) 	Where the deceased is an unidentified person and after effort has been taken by the South African Police Service to identify the deceased person and locate his or her family without success, they may provide an affidavit explaining that the person could not be identified or that the family could not be traced and the Director-General or a formally delegated official may then grant permission for tissue removal.
2)	Bodies will be released if the South African Police Services is satisfied that all the relevant steps towards identification of the deceased have been followed and the forensic pathologists are satisfied with the post mortem and/or autopsy outcome.
	Information about the next of kin of the deceased can only be obtained from the South African Police Service.
	Written consent from family must be obtained and submitted to the Forensic Mortuary Manager before tissue can be removed from such bodies that are not for forensic investigation unless it may be proven that the person may have given before death.
The use of tissue from unidentified bodies
1)The police must be given an affidavit that they have done everything possible to try and locate the family of the deceased. The Director General must give permission.
2) Any other rights applicable to the deceased e.g. asylum seekers should be upheld.


CHAPTER 6
ALLOCATION OF DONORS
Allocation and use of human tissue from a deceased person and keeping of records, registers and returns
1. A register must be created and maintained by
a) The head of the transplant unit or a designated person of the particular institution where the transplants are being performed or the institution that has removed any tissue in terms of Section 59,60,62,63 and 64 of the Act; or any authorised institution that receives and deals in tissue transplantation
b) Any authorised institution that receives or deals in tissue
2. A person in charge of an institution or a designated person referred to in paragraph (a) and (b) as the case may be, shall enter, or cause to be entered not later than 3 days following such removal of any organ or tissue, the particulars referred to in subregulation (3)
3. The following particulars shall be recorded in the register mentioned in subregulation (1);
(i) The chronological serial number for each transplant or procurement for each year
(ii) The date of the transplant or procurement
(iii) The name, address, gender, age and nationality of the recipient and the file number where applicable.
(iv) The relationship of the donor to the recipient and whether the transplant is categorised as “living related”, “unrelated living “ or “cadaver” donor.
(v) The names of the surgeons or doctors that removed the organ or tissue
(vi) The actual place where the organ or tissue was removed
(vii) Any other information deemed necessary or relevant
4. A register referred to in sub-regulation 15(1) shall
	(a) be kept in accordance with Section 17 of the Act and
(b) unless where the Minister determines otherwise in writing be retained for a minimum period of 20 years as required by the National Archives of South Africa Act 1996 (Act 43 of 1996)
5. Every authorised institution and transplant unit must on a biannual basis provide the Director General with the information contained in their register
6. The Department of Health shall keep a national database, in which details of all transplant records received from authorised institutions or transplant units, will be collated

CHAPTER 7
GENERAL AND SUPPLEMENTARY PROVISIONS
Payment in connection with the donation of tissue
1. No person who
	(a) Contemplates receiving, or is about to receive a tissue shall offer or provide any financial or other reward to the donor, or any other party, except as provided for in section 60 of the act. Or;
	(b) acts or acted as a facilitator in the procurement, supply or donation of tissue shall offer or promise any form of financial or other reward to the donor, recipient or another party, whether such offer is on his or her own behalf or on behalf of another party.
PROHIBITION F DISCLOSURE OF CERTAIN INFORMATION
1. 	No person shall publish to any other person, any other institution or health establishment, entity, organisation or body any facts or particulars of a person whose body or tissue has been donated may be established unless written consent thereto is was granted in writing by the donor or any other person authorised to give such consent in terms of applicable law or court order
2. No person shall publish to any other person, any other institution, entity, organisation health establishment or body any fact or particulars of a of the recipient of any tissue or organ removed from another person before or after the death of the said person, may be established, unless-
a) in case of a recipient who is still alive at the time of such publication or before such publication granted his or her consent thereto in writing ; or
	b) in the case of a recipient who at the time of such disclosure has died
i) the recipient before his or her death granted consent to such publication in writing; or
ii) the recipient did not before his or her death indicate in any manner that he or she would not be prepared to grant such consent and the spouse, partner, major child, parent, guardian, major brother or major sister of the recipient before such publication granted consent thereto in writing.

CHAPTER 8
APPOINTMENT AND FUNCTIONS OF THE INSPECTOR OF ANATOMY AND INVESTIGATING OFFICER
22.	The head of the provincial department in each province shall appoint a person in the provincial department as an inspector or anatomy who will have the same powers and functions referred to in sections 81, 82, 84, 85, 86 and 87 of the Act.
23.	An inspector of anatomy shall exercise the powers and perform the duties conferred or imposed upon or delegated or assigned to him or her by or under these regulations, subject to the control and directions of the head of the provincial department.
24.	An inspector of anatomy shall exercise his or her powers and perform his or her duties in an area defined by the head of the provincial department.

INVESTIGATING OFFICERS
1. The head of the provincial department may appoint any person who is not in the full-time employment of the State as an investigating officer to investigate any matter in terms of these regulations or may appoint such investigating officer to assist an inspector of anatomy with any matter which falls within the powers and duties of such an inspector of anatomy (what about qualifications?)
2. An investigating officer may, subject to the control and directions of the head of the provincial department and for the purposes of the investigation for which eh or she has been appointed, exercise any power conferred on an inspector of anatomy under regulation 26
3. An investigating officer must on request produce for inspection the certificate of appointment furnished to him or her in terms of sub regulation

POWERS OF THE INSPECTOR OF ANATOMY
An inspector of anatomy may
1. At any reasonable time for the proper performance of his or her functions and without prior notice enter any premises-
A. In or upon where a human body or tissue is used or is reasonably suspected to be used for any purpose referred to in section 56 of the Act; and
B. In or upon which the production from tissue of any therapeutic, diagnostic or prophylactic substance or the supply of such substance so produced is carried on or is reasonably suspected to be carried on
2. Examine any such premises or body, tissue, product or substance or other object found therein or thereon or any activity or process carried out, on in or upon those premises, and may open package or container in or upon those premises which contains or is suspected to contain such body, tissue, product, substance or other object, in order to ascertain whether the provisions of the act and these regulations with regard to these premises or that body, tissue, products, substance, other object, activity or process are being complied with
3. At any time demand from any person in or upon any such premises that her or she forthwith or at a time and place determined by the inspector produce to her or him any register, record or other document which is in the possession or custody or under the control of that person or any other person on his or her behalf
4. Examine such a register, record or other document and require from any person referred to in sub-regulation (3) an explanation of anything appearing therein, and make copies thereof of extracts therefrom, or seize such a register, record or other document, if in her or his opinion it may afford evidence of an offence in terms of the Act or these regulations.
5. With regard to any matter which he or she is investigating, question either alone or in the presence of another person, as he or she may deem fit, any person whom he or she finds in or upon premises entered by hi or her in terms of sub-regulation (1) or whom he or she on reasonable grounds suspects to be or to have been employed in or upon such a premises or to have possession or custody of or control over anything referred to in this regulation.
6. Order any person contemplated in sub-regulation (3) or (5) to appear before him or her at a time and place determined by him or  her, and at that time and place question that person with regard to any matter which he or she is investigating
7. Remove and discard the remains of the human body or tissue which is kept in or upon premises entered by him or her in terms of sub-regulation(1) if he or she deems it advisable, and recover the cost in connection with the removal and discarding from the institution or person under whose care of the body or tissue concerned was, immediately before such a removal and discarding

OFFENCES AND PENALTIES
1. Any person who contravenes or fails to comply with any provision of these regulations, shall be guilty of an offence and liable on conviction to a fine or to imprisonment or to both such fine and imprisonment

