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Seventy-seventh Session 

Provisional agenda item 16.2 

ACTION IN RESPECT OF INTERNATIONAL CONVENTIONS 
ON NARCOTIC DRUGS AND PSYCHOTROPIC SUBSTANCES 

In accordance with the privileges conferred on nongovernmental organizations by 
relationship with the World Health Organization, the Director-General transmits to the 
Executive Board herewith, for information, the text of a memorandum he has received from the 
International Federation of Pharmaceutical Manufacturers Associations (IFPMA)• 



ACTION IN RESPECT OF INTERNATIONAL CONVENTIONS ON 
NARCOTIC DRUGS AND PSYCHOTROPIC SUBSTANCES 

IFPMA Commentary 
“ � 

The International Federation of Pharmaceutical Manufacturers Association is 
grateful for this opportunity to comment to the Executive Board on the paper 
which has been circulated under reference EB77/14 and which sets out proposals 
for the process by which WfíO reviews psychoactive substances for control under 
the International Treaties• 

IFPMA has become increasingly involved with the work carried out by WHO in this 
field, especially since the revision of the review process in 1984. The 
assistance of the industry in providing information on the substances under 
review has been acknowledged by WHO on several occasions, and industry has 
welcomed the fact that each revision of the procedures has given more 
opportunity, than previously, for industry to contribute to, and comment on the 
papers prepared for the Expert Committee on Drug Dependence (ECDD). We wish to 
maintain and strengthen this spirit of cooperation. 

When guidelines for the Review Process were first drawn up by PPWG 
(MNH/PAD/84.1) industry noted, in particularf that the section on underlying 
principles spoke of "the principle of openness and visibility" and this was seen 
as one of the most encouraging signs of progress. We are therefore extremely 
disappointed to note that the phrase has been removed from the revised 
guidelines (paragraph 5) and replaced by the less expressive phrase "consistent 
with the principle of providing information and opportunity to comment". We 
regret the removal of this key wording and question whether the change was 
necessary, and we ask that due consideration be given to the re-instatement of 
that principle. 

1. INDUSTRY ACCESS TO THE EXPERT COMMITTEE 
The-experience of the first review under the revised procedures, (which dealt 
with central nervous stimulants) highlighted both strengths and weaknesses in 
the new procedure. From the industry point of view, the overriding concern 
was the fact that there was no opportunity for either individual companies, 
or accredited NGOs, such as IFPMA, to discuss matters concerning the review, 
directly with the ECDD. 

We are therefore pleased to find that provision has been made in the revised 
Guidelines for NGOs and companies to meet the ECDD "to present additional 
information concerning the reviewed substances and to clarify written 
submissions" (para• 46) , but we are extremely concerned that this meeting is 
described, both in the covering paper and in the Guidelines as "informal11 • 
We believe that such hearings are an essential element in a fair and balanced 
decision-making process and, as such, should be a formal item on the ECDD 
Agenda, at which all members of that Committee would be expected to be present. 

2. NGO STATUS AT THE EXPERT COMMITTEE 
Notwithstanding the arrangements referred to above, i.e. for a day to be set 
aside for ECDD to meet the 1 interested parties' in the review, we find it 
unsatisfactory that the ECDD, unlike other WHO Expert Committees does not 
invite representatives of non-governmental organisations as observers to the 
main sessions of its meetings. 

The WHO Regulations for Expert Committees state that "Organisations of the 
United Nations system, as well as non-governmental organisations in official 
relations with WHO, may be invited to send representatives to Expert 
Committee meetings in which they are directly interested". The WHO Basic 
Documents also state that one of the privileges conferred on NGOs by WHO is 
"The right to appoint a representative to participate, without right of vote, 
in its meetings or in those comr .ttees and conferences convened under its 
authority". 



IFPMAf an accredited NGO of the Organisation, is regularly invited to attend 
as an observer throughout other WHO Expert Committee meetings in which we are 
1 directly interested1. Examples include the Expert Committees on the Use of 
Essential Drugs and on Specifications for Pharmaceutical Preparations. At 
such meetings, the remit of the Federation extends to the discussion of 
matters of policy and furthering the cooperation and coordination between the 
work of industry and that of the various programmes of WHO. It is not 
IFPMA's role to represent specific interests of individual companies or speak 
on their behalf on technical issues. 

In the case of WHO1s work on the Review of Psychoactive agents, IFPMA acts as 
the primary channel of communication with industry, providing information on 
the review procedures and encouraging cooperation. We believe that our 
"direct interest" in the subject has been demonstrated and that, in 
accordance with the provisions of the WHO Basic Documents, IFPMA and other 
accredited nongovernmental observers with a specific role to play, should be 
invited to attend meetings of the Expert Committee on Drug Dependence, as 
they are invited to other Expert Committees. In the case of IFPMA, this 
would be of material assistance in establishing the confidence of the 
industry in the new procedures and thus encouraging further support and 
cooperation. 

Whilst it is acknowledged that the ECDD may wish to go into 'closed session1 
for the purpose of formulating its final recommendations, we cannot see the 
justification for the total exclusion of observers from the general debate of 
the scientific evidence. Openness, we would suggest, is the hallmark of true 
scientific discussion. 

3, ECDD PROCEDURE 
Paragraph 47 states that the ECDD should observe the regulations and rules 
for WHO Expert Committees "except as otherwise provided in these Guidelines". 
We question this statement and do not understand why this Committee should 
not operate in complete conformity with the Rules set out in the Basic 
Documents. 

4. PROGRAMME PLANNING WORKING GROUP 
The Director General1s Report (paragraph 5.3) describes the procedure which 
enables individual companies to meet the Programme Planning Working Group 
(PPWG) where necessary, to discuss the the documentation of their particular 
substances for the review. This procedure^ which was adopted during the 
review of the CNS stimulant drugs, worked well and is incorporated in the 
guidelines under paragraph 37. We feel, howeverf that the wording of that 
paragraph is obscure and, without the explanation in the covering paper, does 
not convey the specific information that companies can, where necessary, have 
direct contact with PPWG to discuss matters of concern. 

With respect to the interaction between PPWG and NGOs such as IFPMA, the 
guidelines (para 37) indicate that NGOs can be invited to attend for 'part of 
the meeting' . IFPMA is closely and actively involved with many of the 
items on the PPWG agenda and has, indeed, been invited by WHO to contribute 
papers for discussion at PPWG. We should therefore like to see the status of 
accredited NGOs at these meetings defined more clearly, allowing full 
participation throughout the meetings of the PPWG. 

5. "COMPLAINTS" PROCEDURE 
In our view, a major deficiency in the current process is the lack of a 
defined procedure for an appeal against a recommendation made by the ECDD. 
We do not find the provisions outlined briefly under paragraph 56 - where the 
less satisfactory term "complaint" is used - are adequate. 

A formal procedure for appeals should be established as is the case for most 
drug regulatory procedures. Time limits should be defined and it should be 
clear that the case would be reviewed by an independent expert (not previ-
ously involved with the case) as well as the Chairman of PPWG and ECDD. 



The question of complaints is dealt with in the covering paper at more length 
(para. 5.4) but we believe that the information given to the Executive Board 
could be misleading if not clarified. The paper states that "only one 
complaint" has been received and implies that the basis of this complaint was 
that the drug should not be controlled at all i.e. placed on prescription 
etc. The first appeal made following the review of CNS stimulants 
(presumably the one to which the paper refers) was for a reconsideration of 
the level of scheduling proposed. The company supported the proposal that 
the drug should be under control but believed that a lower level of 
scheduling was all that was appropriate. The question of the drug being a 
prescription item was never in dispute. A second appeal has since been made 
concerning a drug which is currently available as the active principle in 
non-prescription products, where the requirement for prescription control is 
one of the points at issue. 

6. ECDD RECOMMENDATIONS 
As a separate, but related, issue, we strongly believe that the manner in 
which the ECDD reports its recommendations needs to be reconsidered and 
formalised. The grounds for recommending control of a substance are defined 
in the conventions (annex 1 to the guidelines) , but the recommendations made 
following the review of CNS Stimulants did not, in each case, indicate 
clearly how these criteria had been applied in reaching the decisions. 

Even in the Guidelines there is a some confusion over the criteria for 
scheduling. Paragraph 54 implies that a recommendation for scheduling can be 
made if any one of the three conditions in the previous paragraph are met 
("In the case of 1, 2, or 3 above...."). Paragraph 53, however, specifies 
that at least two of the conditions (1 or 2 and 3) must apply, which is 
accordance with the Treaty. 

We should welcome an initiative to make the manner of reporting the ECDD 
decisions more consistent and informative and IFPMA will be pleased to 
participate in further work on this issue. 

7. SELECTION OF SUBSTANCES FOR REVIEW 
Industry is extremely concerned about the current policy for selecting 
substances for review and we welcome the suggestion (page 10 first paragraph) 
that the criteria for reviewing products should be examined. At present, 
large groups of substances are being identified, apparently from listings in 
reference books, based upon chemical and therapeutic similarities and without 
first having regard to specific evidence of abuse. The precedent set by the 
Review of benzodiazepines indicates that evidence of abuse is not required 
before a substance is recommended for scheduling, nor does the substance need 
to be marketed widely, in order to qualify for International Control. 

As a result of the review of benzodiazepines, 33 substances were added to 
Schedule IV of the 1971 Convention on Psychotropic Substances; the review of 
stimulant drugs has led to recommendations for 19 substances to be controlled； 
31 barbiturates are currently under review and it is proposed that 25 1 non-
barbiturate sedative-hypnotics1 should be reviewed in 1986/7. Further large 
groups such as antihistamines, antidepressants and antipsychotics have been 
suggested for future review. 

We do not believe that those who drew up the Treaties envisaged that they 
would be applied in this way. Also, we are aware that, in some countries, 
the impact of Scheduling on the availability of products is far more 
restrictive than intended under the Treaties, particularly in those countries 
which do not have the administrative and legal infrastructure to operate the 
fine distinctions between the different Schedules of Treaties with the result 
that even the lowest level of control can mean that a substance with 
widespread legitimate use is treat' i as restrictively as a strong narcotic 
with limited clinical usefulness. 



A major repercussion, as far as industry is concerned, of the 1 escalation' in 
the numbers of substances which are being reviewed and which are coming under 
control, is on the incentive to carry out research into new compounds in these 
and related therapeutic categories. Particularly worrying is the fact that 
new compounds, recently registered, can apparently be selected for review 
even when the Drug Regulatory Authority which has examined the data and 
registered the product has not applied special controls. An example of this 
has arisen with the list proposed for review in the 1 non-barbiturate 
sedative1 group. 

We should commend a return to a situation where the review of individual 
substances is carried out in response to an internationally recognised and 
reported problem of abuse. We appear, at present, to be in a situation where 
substances are selected first, sometimes on ill-defined criteria, and then 
considerable work is undertaken to search for evidence of abuse. 

8. CRITICAL REVIEW DOCUMENT 
It has been acknowledged that the pharmaceutical industry is a major source 
of information for WHO when the Review concerns substances which are on the 
market as medicinal products. The guidelines make provision for the 
1 interested parties' (in our case IFPMA and individual companies concerned) 
to comment on the Critical Review Document at the draft stage and before it 
is finally submitted to ECDD. Such comment can only be valuable if companies 
have access to the documentation on which the Critical Review is based and we 
suggest that the Guidelines should make it clear (e.g. in paragraph 31) that 
the references used for preparing the document should either be in the public 
domain or should be made readily available to interested parties. It should 
also be clear (eg. in paragraph 50) that the full source documentation, upon 
which the Critical Review is based, must be available to ECDD members for 
further evaluation where necessary. 

The time allowed for providing comments on the Critical Review, on recent 
experience, has been extremely short. The timetable is set out in Annex II 
(although the date for the critical stage 6 is omitted) • In the case of the 
current Review of Barbiturates, just over one month has been allowed (2nd 
December - 7 January) for comment on the 381-page draft Critical Review 
covering 31 substances. We feel that this illustrates the fact that the 
review groups currently being handled are far too large to allow a thorough 
consideration of each item. 

SUMMARY 

The industry acknowledges the progress which has been made towards improving the 
WHO process for the review of psychoactive agents for international control but 
we believe that several items should be reconsidered before the guidelines are 
finalised. These are described in this paper and the main points are summarised 
below. 

1. The arrangements for ECDD to have hearings with industry should be part of 
the formal proceedings of the Committee and should not be an 1 informal1 
arrangement as is the current paper. 

2. The policy of excluding observers from accredited NGOs from the ECDD 
meeting should be reconsidered. 

3. The arrangements for handling appeals against ECDD recommendations should 
be reviewed and a more formal procedure introduced, including the review of 
cases by an independent expert. 

4. The full documentation upon which the Critical Review is based must be 
accessible to all interested parties to whom the document is referred for 
comment, as well as to members of ECDD. 



In addition, two important policy issues should be reviewed as a matter of 
urgency : 

- the criteria for selecting substances for review need to be re-examined in 
the light of recent recommendations for the scheduling and review of large 
numbers of substances. 

- the format and content of the reports made by ECDD, when they recommend 
that action should be taken on individual substances in accordance with the 
treaties, need to be standardised and made more explicit. 


