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These guidelines refer to several legal documents and guidelines, including the SANS 10386: 2008,
Animal Protection Act (1962), Animal Health Act (2002) and the Animal Diseases Act (1984), as
mentioned or included in Addenda A to C below.

1 Guidelines

The following guidelines should be followed by applicants, and compliance verified by AnimCare
reviewers and eventually by the AnimCare committee before any ethics approval be granted:

1. Whenever there is a bilateral of multilateral cooperation agreement, contact the NWU Legal Office
at the following address:

Yolandi Calitz (Legal Advisor)

Room 332, Building C1, Potchefstroom Campus,
North-West University, Potchefstroom, 2531

Tel: 018 299 4954

E-mail: Yolandi.Calitz@nwu.ac.za

2. Requestthe Legal Office to facilitate the bi-or multilateral cooperation agreement, including a contract
or memorandum of understanding (MOU). The following authorisation levels and signatures (as
available from the Dean’s Office) would typically apply:

2.1. Any national and/or international contractual agreements related to research or training will have
to be signed by institutional management (deputy vice chancellor)

2.2. Any confidentiality agreement related to MTA will have to be signed by the research director and
institutional management (deputy vice chancellor)

2.3. Any contractual agreement related to intellectual property (or commercialisation thereof) will
have to be signed by the institutional management (deputy vice chancellor)

3. Whenever any live animals or physical material (i.e. any biological sample of human, animal or plant
origin, microorganism or genetic material) is transferred from the facility of one institution to another,
a materials transfer agreement (MTA) , in addition to the abovementioned agreement is applicable
(MTA should preferably be separate from the cooperation agreement).

4. Transport of the said animals or physical material is not included in the MTA and separate shipping
agreements should be put into place where applicable.

5. Purpose of the MTA: The MTA should ensure that the objectives, intellectual property (IP) and other
ownership rights, responsibilities and liabilities, and what the receiver is entitled to do (or not) are
clearly stipulated and protected. Usually the sender remains the owner, and the receiver has
custodianship with clear understanding of what its role is regarding the materials or any derivatives
thereof.

6. Permits: Department of Health will not grant any permits as required without a proper MTA plus ethics
approval.
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2 Addendum A: Communication from DoH

In a communication from DoH, dated 14 October 2016, the following was stated:

From: HealthSciences-Ethics

To: HealthSciences-Ethics

Date: 2016/10/14 08:58 AM

Subject: HS Ethics Office Notice: Material Transfer Agreement requirements

Email from the Department of Health:
Dear Applicants

This serves as a reminder to all Principal Investigators to make sure they should submit three documents when
applying for an export permit. These are: Ethical Clearance, Material Transfer Agreement (MTA) and an
application form. All these documents should show the name of the PI(s) and their signatures where necessary. It
is our understanding that when you submit your protocol for ethical review you submit the protocol; consent form
and the MTA? If the MTA was not submitted in the initial application then one can be created and signed and
submitted to the Research Ethics Committee that approved the trial to sign/stamp the MTA to show approval.

Please bear in mind that the MTA is:

1. Alegally binding document;

2. The information on the MTA should be a summary of your protocol showing what substances are going
to be exported; the quantities, number of participants and visits/frequency of exporting samples; and
lastly and most important whether the substances will be stored overseas or destroyed - the latter being
the norm for most Health Research Ethics Committees;

3. The MTA should specify the collaborator;

4. The MTA should be signed by the PI(s) locally and the collaborator if it's a grant (e.g. foreign sponsors
such as NIH, ECDP, WHO, etc.) type of research/Investigator Initiated Research (IIR) with collaboration
or Sponsor representative if it's a pharmaceutical sponsored trial e.g. Sponsor clinician or medical
officer/ Biobank representing the sponsor; and

5. Therefore, an export application form will be signed by the PI(s) and the address (on the export
application form) where the substances are being exported to should be the same address on the MTA.

We have encountered applications that have MTA signed between laboratories, which is unacceptable mainly
because the Laboratory Manager/Project Manager(s) are not researcher(s)/PI(s), nor are they on the ethical
clearance or MTA. We expect that the MTA signed by the PI(s) and collaborator or pharma company (sponsor)
clinician/custodian/ Biobank representing the sponsor will have the information on the local laboratory and an
overseas laboratory. We believe that this information is covered in other documents relevant to the study logistics
which are part of the submission to the ethics committee.

We do hope this message clarifies the matter of MTA between laboratories and we can move to what is legally

and ethically acceptable.

Warm regards
Lineo Motopi
0123958366; motopl@health.gov.za

AnimCare discussed this at the committee meeting on 27 October 2016, when it was requested that
legal advice be sought to better understand how this pertains to the transfer of animal products. Sr
Erica Vercuiel, NSPCA, forwarded a section from the Animal Diseases Act (no 9152 of 1984),
whereby permits are required for research using animal products. Clarification was necessary.

The Ethics Office, Health Sciences, NWU, approached attorney Mr Francois Bloem for legal advice.
Examples of how NWU use animal products in health-related research was sought and is discussed

below.

The points of departure with regard to this document are:

1.
2.

Animal testing is legal in South Africa;

There are no current legislation specifically directed at the protection and monitoring of
animals used in research in South Africa;

Protection and monitoring of laboratory/research animals are regulated by codes of
conduct/South African National Standard(2008);

SANS is to be read together with The Animal Protection Act and related animal health
legislation;

Animal research aimed at/impacting on human health is regulated by the National Health
Act and is excluded from this document.

3 Addendum B: Legal advice by Mr Francois Bloem

Translated from feedback via e-mail

3.1 New drugs from Pharmaceutical Chemistry for testing on animals elsewhere
Example
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3.2

3.3

In our department we synthesize compounds and these compounds are then send to other
researchers/collaborators overseas to be tested for antimalarial activity, monoamine oxidase
inhibition, etc. These tests involve either enzyme inhibition studies or cell line studies

Response

Translated from Afrikaans: Following is a quote from the Animal Diseases Act and upon your
request, | did some research on legislation regarding the "transport and export / import of animal
products for research in general”. | studied the following documents jointly and separately, namely:
SANS 10386: 2008 Animal Protection Act (1962), Animal Health Act (2002) and the Animal
Diseases Act (1984) and interpret it as follows (this is my interpretation and may differ from another,
and | trust my interpretation of your question is correct):

¢ In general, the documents mentioned are vague about specific transportation and import /
export of animal material ("bio-samples”) for research. | looked at the purpose / objective
of SANS and the available legislation to provide more context (of course there is more
legislation in question as above). There is much reference to the transport and import /
export of animals. So | went to look at the definitions of "animals" in order to gain an
understanding of all in includes.

¢ In my opinion the Animal Health Act 2002 provides the best basis for interpretation with
regard to your question. One of the objectives of this law is to regulate the import and
export of animals and things. The definition of animals and things include animal products.
The definition of animal products include "... any part or portion-derived or yielded from
ANY animal”. To the best of my understanding, the latter quote creates room that “bio-
material” could also be read here. Sections 8 and 9 of the said Act refers to the
requirement of an export / import health certificate issued by the National Executive
Officer, and that no export / import may take place without this. Furthermore, Article 30
refers to the following conjecture: "...it is presumed that any sample, taken from an animal
or thing in terms of this act, is representative of that animal or thing from which it was taken
and that such animal or thing possesses the same properties as that sample". Section 20
of the Animal Diseases Act as quoted by you, aims to prevent the spread of animal
diseases and parasites, and to control, and is very specific and mandatory. When reading
these two laws together (both actually aims at preventing the spread of diseases and
parasites), | therefore interpret that animal material ("bio-samples”) falls under the
definition of "animals or things" and, consequently, import / export certificates would be
required. (Note that | am out here on the assumption that a certificate and permit has the
same meaning, if not, the requirement of a certificate would, in my opinion, also implies a
permit as requirement).

| trust that the above-mentioned makes sense. | would like to hear how the Research Ethics
Council interprets the above-mentioned, as well as at international level

Formulations for animal testing at PCDDP
Example

For the PCDDP we typically may transfer formulations, whole rodent (rats or mice) and organs or
biological fluids from rodents. In terms of receipt, we may receive the same and in addition, organs
and biological fluids from non-rodent species

Response
See response to the previous example above.

Environmental Sciences
Example

It sounds from the letter that only human health research requires this document, or was
environmental research deliberately or for some reason not mentioned? In our field there are as
many possibilities for tissue exports as there are projects (not for human health related research).
I try and list a few here:

e whole specimen/tissue/DNA for archiving in natural history museums or other collections

e return of specimens/tissue/DNA that were on loan from natural history museums or other
collections

e samples for analysis (e.g. for molecular, toxicological, pathological purposes)
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Response
Where research is done using animals with the aim of “human health development”, permits are
required in every case, according to the National Health Act. This type of research is therefore

excluded from my opinion expressed to you before.

4 Addendum C: Excerpt from the Animal Disease Act

GOVERNMENT GAZETTE, 4 AFRIL 1584 Mo 5151 39

ANTMAL DISEASES ACT. 1584 o Act Na. 35, 1984

\ - for purposes of this section or, whers no compensation
bas besn so prescribed, any amount fixed By him in
Epzurdtuc: with any criterion deemed applicable by
. irm; :
3 {B) the value of any thing which has in connection with the
animal or thing been returned to the owner; :
{&) - any emount which is due by the owner pursuznt to any
provision of this Act in respect of the animal or thing to
the State; and . - '
10 {d} any amount which may accrue to the owner from any
insurance thereof, - s - '
fix 2 fair amount as campensation. - “ o
(3} Notwithstanding the provisions of subssction (2), the di-
recior shall, in the case where & carcass has been disposed ofin
15 terms of section 17 (5). fix the nett intomes accruing from such
dispaosal, against which any amount payabls by the .ownsr
concerned By virtue of any provision of this Act in respect of the
carcass ta the Swate is to ba set off, as compensation In respect of
the carcass, if— o
0 fa) the owner f2 otharwise entftled in terms of this section
to compensation; and - -
{ir) that nett income exceeds the amount preseribed in re-
epact of any such earcass.

# 20 No persan shall, except under 2 parmit snd in compliance Limbasions oui
f 23 with the conditions which are prescibed or, in ; # vstgations, expar.
:ase.rdftemﬂdntd by the Srecior o 10 Ay, partcular :"ﬂ"?:‘f wf
\ o} conduct any investigation, experiment or ressarch wity - 229 menuie.
any vacdne, serum, toxin, antl-toxin, antigen or other :lf'ua::;:uﬂtm
biological product. which consists or ariginates wholly uets.”
a0 or parttally of, or fram, any micro-arganism, of of or
. from the ds, organs, fluids, or any other part, of an
P enimal or parasite: Frovided that the forepoing provis-
y icns of this paragraph shall nat apgly 1o any substancs
\ . in 50 far as it is controlled under the Medicines snd Re.
LT3 El:gg} Substonees Control Act, 1945 (Aot Moo 100 of
o [
i (6] for the manufacture or evalustion of a produs: o -
edy used for ar intended 10 be used a:pg:mr th: ':::
i ing, nOsis, preveation, weatment of cure of any
[ animal diseass or parasite, or for the maintanance or
mmprovement of the health, groweh, production or
working capacity of an animal, uee any vascine, serum,
Loxin, anti-toxin, antigen or ather biological produst re-
Eerred to in paragraph fa); or
: 43 (o} for the purposes of any investigation, experiment or re-
| search referred to in parsgraph (a), or for the manifacs
ture ar evaluation of a preduoct or remedy referred 1o in

B T

pﬁngr?ph (b}— .
t) infect or contaminate any amirmal or any othe
50 thing with any animal disesse or parasite; orF '

(ii) introdues into er collzct in the Republic, or have
in his POSSESII0N, O FEmMOVE or transport from the
! place where it is narmally found or kept, any con-
! trolled animal or thing, or any protozoon. bacts-
55 num. vins, fungus. parasite. other organism or
agen: which is eapable of spreacing any animal dis-

2ase or parasite,

, 21 (1} Subject 1o the provisions of this At regarding any par- i
ticular application. claim or request, any app!i:a.tinn?c]ai’mpau: Ei??i’ﬁé":;‘;ﬁi“
60 request which is under this Act required or permitted to be Uont. elhims =nd
lodged with or directed to the dirsctor, shall— fequess,
fa) be made or submitted in the prescribed manner;
fb) comtain the pressribed particulars and information;
(e} be made or subminied within the preseribed tims; and
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