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Why is this important? This is an issue of trust, safety and perceptions.

Consensus Statement

1. Short-term healthcare mission teams should not dispense expired
medications or medications issued to patients and then returned to a
pharmacy or elsewhere, or medications that were given to health
professionals as free samples.

2. Primary rationale

a. WHO Guidelines for Drug Donation WHO/EDM/PAR/99.4 (appended)
http://www.euro.who.int/document/eha/par_donate guidelines.pdf

Biblical concepts involved

Deception

Psalm 12:2
Everyone lies to his neighbor; their flattering lips speak with deception.



http://www.euro.who.int/document/eha/par_donate_guidelines.pdf
http://www.biblegateway.com/passage/?book_id=23&chapter=12&verse=2&version=31&context=verse
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Psalm 38:12
Those who seek my life set their traps, those who would harm me talk of
my ruin; all day long they plot deception.

Jeremiah 9:6
You live in the midst of deception; in their deceit they refuse to
acknowledge me," declares the LORD.

Hosea 10:13

But you have planted wickedness, you have reaped evil, you have eaten
the fruit of deception. Because you have depended on your own strength
and on your many warriors,

2 Corinthians 4:2

Rather, we have renounced secret and shameful ways; we do not use
deception, nor do we distort the word of God. On the contrary, by setting
forth the truth plainly we commend ourselves to every man's conscience in
the sight of God.

Good gifts

Matthew 7:11

If you, then, though you are evil, know how to give good gifts to your
children, how much more will your Father in heaven give good gifts to
those who ask him!

Do unto others as you would have them do unto you

Luke 6:31
Do to others as you would have them do to you.

Healing and trust
Proverbs 13:17

A wicked messenger falls into trouble, but a trustworthy envoy brings
healing.

Submission to authority

Rom 13:1 Everyone must submit himself to the governing authorities, for
there is no authority except that which God has established. The
authorities that exist have been established by God. 2 Consequently, he
who rebels against the authority is rebelling against what God has
instituted, and those who do so will bring judgment on themselves.NIV

Scientific evidence regarding out of date/expired medications


http://www.biblegateway.com/passage/?book_id=23&chapter=38&verse=12&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=30&chapter=9&verse=6&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=35&chapter=10&verse=13&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=54&chapter=4&verse=2&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=47&chapter=7&verse=11&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=49&chapter=6&verse=31&version=31&context=verse
http://www.biblegateway.com/passage/?book_id=24&chapter=13&verse=17&version=31&context=verse
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Pharmaceutical companies are required to certify that their medications are safe,
stable and efficacious.

After September 29, 1978, pharmaceutical manufacturers in the United States
had to place expiration date on medications as required by the Food and Drug
Administration regulation, Current Good Manufacturing Practice (CGMP) Subpart G
Section 211.137*. The law is to, “...assure that a drug product meets applicable
standards of identity, strength, quality, and purity at the time of use, it shall bear an
expiration date determined by appropriate stability testing described™. Studies have
confirmed that medications used prior to the expiration date are stable®®. Although there
is no evidence that a drug will stop being effective after the expiration date, studies have
demonstrated that expired drugs lose their potency over time’.

Many drugs have excellent bioactivity beyond their expiration dates

The Department of Defense and FDA evaluated the shelf life of 96 different drugs
that were stored in US military facilities. Their data showed that 84% of 1122 lots in their
unopened original containers would be expected to remain stable for an average of 57
months after their original expiration date®. Lyon et al recently expanded upon their
previous Department of Defense work by evaluating the stability of a large number of
medications’. Their report summarizes the extended stability profiles for 122 different
drug products (3,005 different lots). Based on testing and stability assessment, 88% of
the lots were extended at least 1 year beyond their original expiration date for an
average extension of 66 months, but the additional stability period was highly variable.
The authors concluded that many drug products, if properly stored, can be extended
past the expiration date; yet, the stability and quality of extended drug products can only
be assured by periodic testing and systematic evaluation of each lot.

A study by Stark et al showed that captopril, cefoxitin sodium powder for injection
and theophylline tablets stored under both ambient and "stress" (40°C and 75% relative
humidity) remained chemically and physically stable for 1.5-9 years beyond their
expiration dates®. Scholtissek et al showed that amantadine and rimantidine are stable
in ambient conditions for 25 years and are even stable after being boiled'. Studies
have reported efficacy for eye-drops removed from laminated packaging, left in a light in
room temperature for 6 weeks, oral medications including policosanol®®, diazepam
rectal gel”.

Pharmacists are required to label prescription bottles with an expiration date
Retail pharmacists, in accordance with the standards of the US Pharmacopoeia
(USP)™, label prescription bottles with a "beyond-use" date which is generally one year
from the date the prescription is filled*?*3. In a study of pharmacist responses, most
pharmacists recommended discarding medications within 1-2 years of purchase.

Adverse events have been reported with expired medications
A PubMed search conducted October 10", 2008 returned no results for expired
medication/expired drug and death or severe adverse effect.
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However, Frimpter et al reported that a reversible renal tubular injury could be
caused by out dated tetracycline™. Current forms of tetracycline have been
reformulated sot that they do not cause the reversible renal damage reported by
Frimpter et al*®.

Not all medications have prolonged stability

Drugs in liquid forms may not be as stable, particularly when frozen*®. Any
injectibles that have become cloudy or discolored should be discarded. Intravenous
solutions with dextrose which have yellowed due to carmelization should also be
discarded. Storage in high humidity may interfere with the dissolution characteristics of
some oral formulations®. Epi-pens have been shown to lose their potency after their
expiration date™®.

Oral rehydration salt (ORS) packets suitable for cottage industry scale produced
by the International Center for Diarrhoeal Disease Research, Bangladesh were found to
be stable for a period of 8 months. Some of the contents in the ORS packets were
found to have turned a light brown color but this did not affect stability"’.

Medications issued to patients and then returned to a pharmacy

There are concerns regarding medications issued to patients then returned to a
pharmacy or given to a practitioner for use for another patient. There can be problems
with the storage conditions (heat and humidity), changing (older or another) medication
from one bottle to another, rough handling (so that parts of tablets have turned to
powder), or outright contamination. Confirmation of drug name, dose, storage condition
and stability is likely to be beyond the scope of a short-term healthcare mission team.

Sample medications

Medication samples represent a means by which pharmaceutical companies can
introduce new medications to physicians and patients. The reason that pharmaceutical
companies provide free sample medications is that as physicians gain experience
prescribing these new sample medications, they will prescribe them more often. In a
recent study of Gynecologists and Obstetricians, 92% thought it proper to accept drug
samples®®. Sample medications are thought by practitioners to be a convenient, and a
means of providing free medications to patients who are unable to pay for
medications®®.

Medications that are being provided as free samples are often newer
medications®®, controlled substances, or broad spectrum antibiotics that are not on the
WHO essential medication list?°. Also concerning is the finding that many of the free
sample medications are not packaged in child-safe containers or with inadequate
instructions®. A recent study by Cutrona et al, reported that of the fifteen most
frequently distributed free medication samples, four received new or revised black box
warning, indicating that the medication is not be as safe as thought or can even cause
death®. Many medications have been released for treatment of conditions before their
safety and adverse effect profile is fully understood®*. One and a half medications are
withdrawn per year due to severe adverse effects that were not recognized at the time
of release?. With more effective advertising and free sample medications, these drugs
can adversely impact large number of people.
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World Heath Organization (WHO) Guidelines for Drug Donation
International humanitarian organizations, such as the Christian Medical
Commission of the World Council of Churches the International Committee of the Red
Cross began work in the 1980’s to develop guidelines for medication donations. The

WHO has taken the lead in developing standards with the input from the

Churches’ Action for Health of the World Council of Churches, the International Committee of
the Red Cross, the International Federation of Red Cross and Red Crescent Societies,
Médecins Sans Frontiéeres, the Office of the United Nations High Commissioner for Refugees,
OXFAM and the United Nations Children's Fund?*.

The core principals outlined in the document guiding donated medications are as

follows:

PowpbdPE

Maximum benefit to the recipient

Respect for wishes and authority of the recipient

No double standards in quality

Effective communication between donor and recipient®*

While other portions of the document are of interest to short-term healthcare mission
teams (and will be covered elsewhere), the following two sections are particularly

relevant.

1. No drugs should be donated that have been issued to patients and then returned
to a pharmacy or elsewhere, or were given to health professionals as free
samples.

a. Justification and explanation

Patients return unused drugs to a pharmacy to ensure their safe
disposal; the same applies to drug samples that have been received by health
workers. In most countries it is not allowed to issue such drugs to other
patients, because their quality cannot be guaranteed. For this reason returned
drugs should not be donated either. In addition to quality issues, returned
drugs are very difficult to manage at the receiving end because of broken
packages and the small quantities involved.

2. After arrival in the recipient country all donated drugs should have a remaining
shelf-life of at least one year. An exception may be made for direct donations to
specific health facilities, provided that: the responsible professional at the
receiving end acknowledges that (s)he is aware of the shelf-life; and that the
guantity and remaining shelf-life allow for proper administration prior to
expiration. In all cases it is important that the date of arrival and the expiry dates
of the drugs be communicated to the recipient well in advance.

a. Justification and explanation

In many recipient countries, and especially under emergency
situations, there are logistical problems. Very often the regular drug
distribution system has limited possibilities for immediate distribution. Regular
distribution through different storage levels (e.g. central store, provincial store,
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district hospital) may take six to nine months. This provision especially
prevents the donation of drugs just before their expiry, as in most cases such
drugs would only reach the patient after expiry. It is important that the
recipient official responsible for acceptance of the donation is fully aware of
the quantities of drugs being donated, as overstocking may lead to wastage.
The argument that short-dated products can be donated in the case of acute
emergencies, because they will be used rapidly, is incorrect. In emergency
situations the systems for reception, storage and distribution of drugs are very
often disrupted and overloaded, and many donated drugs tend to accumulate.
Additional exception Besides the possible exception for direct donations
mentioned above, an exception should be made for drugs with a total shelf-
life of less than two years, in which case at least one-third of the shelf-life
should remain.

Sender Perspective

Before

Senders may apply indirect pressure to team leaders/physician team members to
take donations of medications or equipment. Often these conversations start with, “I
have some .Canyou useitin (fill in the name of a developing
country)...”. Early explanation of polices (specifically: WHO guidelines and “No junk for
Jesus”) should decrease this problem. There also may a gap in understanding and
expectations. Often 19" and early 20™ century paternalistic perceptions of medical
missions predominate in many churches. Moreover, there is often little appreciation as
at health systems within the host country.

Occasional stories of expired medications being used in a host country an
bolster the view that that expired medications are acceptable. There is also a perception
that something is better than nothing, especially when the situation is perceived as dire.

Senders may balk at paying for new medications which may be very expensive.
Organizations including MAP, King’s Pharmaceutical and Blessings International can
help a team obtain sufficient amount of non-expired medications for a reasonable cost.

Senders have an expectation that team leaders have demonstrated due diligence
when dealing with all aspects of their healthcare mission trip. Most senders will expect
that the healthcare mission team leaders will be knowledgeable about issues of what is
legal and right. If this

25,26 c

During
During the trip, senders expect that the team leaders will use good judgment to
avoid problems for the team and the church. Jesus is to be glorified in what is done.

After

If a team has unexpected problems with expired medications in the country
(medications confiscated, group asked to leave country), then the church will
undoubtedly hold the team leader accountable for the problems.
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Goer Perspective

Before

One of the significant problems for leaders and teams that are geared to
providing clinical care in a remote region, is that of gaining sufficient supplies. Most
short-term healthcare mission teams have limited personal funds and rarely receive
money from outside sources. Friends may offer medications and physicians may have
samples donated by a pharmaceutical company that have not been used. Given the
limited resources available to the team, the offer of free medications can be tempting.
Once acquired, however, sorting and removing unnecessary packaging can be time
consuming. If all expired medications are extracted from the pool of donated
medications, there are questions as to how to dispose of the medications in a safe way
such that the medications do not end-up in landfills or the sewer system. Another major
concern regarding donations is the storage conditions of the medications taking into
account keeping them in a location with appropriate humidity and temperature control.

One of the major questions that a team leader will need to address is, “Is more
(medications) better?” What if we had no medications, nothing except God, of course!.

During
When entering a country with expired medications the leader and team may
experience anxiety about being caught with expired/outdated medications.

Example: During our first team trip to Eastern Europe we were carrying expired
medications and non-expired medications for distribution to orphanages and state-run
facilities for street children. Because of anxiety about getting the medications through
customs, the team spread the risk by dividing the medications to all team members.
Bribes to the custom officials were used to ensure that expired medications could enter
the country without problems. We were told to “pray” when going through customs.

Some team leaders and the team members are left with a sense of guilt even if
the medications are successfully brought into the country. Rarely teams have their
outdated medications confiscated..

Often the remaining donated medications, which are not used during the “clinic”,
are the ones that are rarely used in clinical practice in the United States; thus they pose
a “dumping” problem when the team wants to leave the remaining medications in the
host country.

After

Some team members will have long-term guilt and concern about the deception
required to prescribed expired medications.

Recipient Perspective

Before
People and Church
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If there is knowledge that a short-term healthcare mission team is coming to a
particular location, the people may have pre-conceived notions. There may be an
assumption that there is a high correlation between medical missionaries and high
efficacy healing. Basically stated, there are high expectations and a high level of
inherent trust.

Government

More countries are looking to prosecute individuals who are selling or donating
expired medications. Two of the more recent expired medication “busts” to make the
headlines were in Tanzania?’ and Bangladesh?. Poor relations with the sending country
could make the expulsion of a short term healthcare missions team due to expired
medications more attractive.

Partner

Partners may expressed concerns about teams bringing medications into the
country and may counsel the team not to bring medications. Problems at the airport
custom area can cause problems for the host partner.

During

People and Church

Most medications distributed to patients are not in their original container so it
can be difficult to determine whether a medication is being given after an expiration
date. If an expired medication is administered, would the person understand issues
related to the lack of efficacy? Any discussion like this could easily erode trust. What
would happen if they found out that the team believes in a double standard in quality
where non-expired medications for the foreigner’s children but outdated medications are
given to theirs? How does a problem like this impact the love that brothers and sisters in
Christ should have for each other.

Partner

The use of expired medications can impact the perception of a team. Questions
like, “If they were willing to cut corners on medications, what else have they done?” may
arise.

Local physicians

Many local physicians look to the international experts to see what they do. The
use of expired medications may send the message that dispensing such medications is
acceptable. Alternatively, should they determine that a double standard is being
employed, the relationship can be impacted.

After

If the recipient perceived that they are receiving something that is of lower quality
than the team member would accept, then there is likely to be a sense of betrayal which
can impede the ability of our partner to be effective in our sharing of the Gospel.

Conclusion

The heart of this discussion is whether or not we, as followers of Christ, ascribe
to double standards. If we accept the concept of double standards, how do we decide
who receives the inferior care? Is it based on a person’s skin color? Their knowledge?
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Their ability to pay? Or is it someone who lives very far away — someone who we will
never see again?

Jesus, addressed this issue head on, when he said in Luke 6:31 Do to others as
you would have them do to you. As Christian healthcare providers we need to provide
our patients with the very best that we can. Doing all that we can allows our patients to
see what God'’s Kingdom is like. Additionally we get the benefit of living in peace — and
sleeping at night.

Example: | recently was quite ill while teaching in a small town in China. As my friends
raced me to the Emergency Room for treatment the thought never occurred to me that
the people in the little emergency department would treat me any differently than |
would treat them in our Emergency Room back home. There are hospitals around the
world that have expired medications on their shelves. How would my perception of my
healers changed if | knew that they were giving me out-of date (intravenous)
medications?
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Guidelines for Drug Donations

. Introduction

These Guidelines for drug donations have been developed by the World Hedlth
Organization (WHO) in cooperation with the mgor international agencies active in
humeanitarian relief.

The first verson was issued in May 1996 and represented the consensus of WHO,
Churches Action for Hedth of the World Council of Churches, the Internationa
Committee of the Red Cross, the International Federation of Red Cross and Red
Crescent Societies, Médecins Sans Frontieres, the Office of the United Nations High
Commissioner for Refugees, OXFAM and the United Nations Children’s Fund. In
1999 the number of co-sponsors expanded to include Caritas Internationdis, the
International Pharmaceutical Federation, Pharmaciens Sans Frontiéres, UNAIDS, the
United Nations Development Programme, the United Nations Population Fund and
the World Bank.

The Guidelines am to improve the qudity of drug donations, not to hinder them.
They are not an internationd regulation, but are intended to serve as a bass for
nationa or inditutional guiddines, to be reviewed, adapted and implemented by
governments and organizations dealing with drug donations.

The origind Guidelines were based on severd rounds of consultation and comments
by over 100 humanitarian organizations and individua experts. In 1996 WHO was
requested by the World Hedlth Assembly, in resolution WHAA49.14, to review the
experiences with the guiddines after one year. In autumn 1997 WHO's Action
Programme on Essentid Drugs therefore initisted a globd review of firg-year
experiences. The results of the review are presented in the forthcoming document
First-year experiences with the interagency guidelines for drug donations. The
evauation formed the basis for the changes in the text. In generd, experiences with
the Guidelines were very postive. But there were complaints that the authorities n
some recipient countries srictly adhered to the Guidelines, without regard for the
exceptions specifically included, and as a result useful donations were lost. For
example, problems were reported with Guideline 6: “ donated drugs should have a
remaining shelf-life of 12 months upon arrival in the recipient country” . However,
the problems arose from misunderstanding of or falure to refer to the Sated
exceptions to that guideline, rather than from the text of Guiddine 6 itsdf. In this
revised edition Guiddine 6 has been modified. It now alows for direct donations of
drugs with a remaning shdf-life of less than one year to specific hedth fadilities,
provided assurance can be given that the drugs can be used prior to expiration.

There are many dfferent scenarios for drug donations. They may take place in acute
emergencies or as part of development aid in non-emergency Stuaions. They may be
corporate donations (direct or through private voluntary organizetions), aid by
governments, or donations aimed directly a sngle hedth faclities And dthough there
are legitimate differences between these scenarios, there are many basic rules for an
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Guidelines for Drug Donations

gppropriate donation that apply to dl. The Guidelines am to describe this common
core of “Good Donation Practice’.

This document garts with a discusson on the need for guiddines, followed by a
presentation of the four core principles for drug donations. The guidelines for drug

donations are presented in Chapter 1VV. When necessary for specific Stuations, possble
exceptions to the genera guidelines are indicated. Chapter V' gives some suggestions
on other ways that donors may help, and Chapter VI contains practica advice on how
to implement a policy on drug donations.

These Guidelines are not international regulations; they are intended to serve as
a basis for national or institutional guidelines, to be reviewed, adapted and
implemented by governments and organizations dealing with drug donations.
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Guidelines for Drug Donations

II. The need for guidelines

In the face of disaster and suffering there is a natural human impulse to reach out and
help those in need. Medicines are an essentid dement in dleviating suffering, and
international  humanitarian relief  efforts can greatly benefit from donations of
appropriate drugs.

Unfortunately, there are dso many examples of drug donations which cause problems
ingdead of being helpful. A Szedble disaster does not dways lead to an objective
asessment of emergency medica needs based on epidemiologica data and past
experience. Very often an emotiond apped for massive medicd assstance is issued
without guidance on what are the priority needs. Numerous examples of ingppropriate
drug donations have been reported (see Annex). The main problems can be
summarized asfollows:

Donated drugs are often not relevant for the emergency Situation, for the disease
pattern or for the level of carethat is available. They are often unknown to local
hedth professonds and patients, and may not comply with localy agreed drug
policies and standard trestment guidelines; they may even be dangerous.

Many donated drugs arrive unsorted and labelled in a language which is not
easly understood. Some donated drugs come under trade names which are not
regigered for use in the recipient country, and without an Internationd
Nonproprietary Name (INN) or generic name on the labdl.

The quality of the drugs does not always comply with standards in the donor
country. For example, donated drugs may have expired before they reach the
patient, or they may be drugs or free samples returned to pharmacies by patients
or hedlth professonals.

The donor agency sometimes ignores loca adminidtretive procedures for
receiving and distributing medicd supplies. The distribution plan of the dornor
agencies may conflict with the wishes of nationa authorities.

Donated drugs may have a high declared vaue, eg. the market vaue in the
donor country rather than the world market price. In such cases import taxes
and overheads for storage and distribution may be unnecessarily high, and the
(inflated) vaue of the donation may be deducted from the government drug
budget.

Drugs may be donated in the wrong quantities, and some stocks may have to be
destroyed. This is wasteful and creates problems of dsposd & the recaiving
end.
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There are several underlying reasons for these problems. Probably the most important
factor is the common but mistaken belief that in an acute emergency any type of drug
is better than none a dl. Another important factor is agenerd lack of communication
between the donor and the recipient, leading to many unnecessary donations. This is
unfortunate because in disaster Stuations and war zones ingppropriate drug donations
cregte an extra workload in sorting, storage and digtribution and can easily overstretch
the capacity of precious human resources and scarce trangport volume. Often, the total
handling cods (duties, storage, trangport) are higher than the vaue of the drugs.
Stockpiling of unused drugs can encourage pilfering and black market sales,

Donating returned drugs (unused drugs returned to a pharmacy for safe disposd, or
free samples given to hedth professonas) is an example of double standards because
in most countries their use would not be permitted owing to quality control regulations.
Apart from quality aspects, such donations aso frustrate management efforts to
administer drug stocks in a rationd way. Prescribers are confronted with many
different drugs and brands in ever-changing dosages, patients on long-term trestment
suffer because the same drug may not be available the next time. For these reasons
this type of donation is forbidden in an increasng number of countries and is generdly
discouraged.

In the early 1980s the fird guiddines for drug donations were developed by
international humanitarian organizations, such as the Christian Medicd Commisson of
the World Council of Churches, later caled Churches Action for Hedth'and the
International Committee of the Red Cross. In 1990 the WHO Action Programme on
Essentid Drugs, in close collaboration with the mgor international emergency ad
agencies, issued a first set of WHO guidelines for donors? later refined by the WHO
Expert Committee on the Use of Essentia Drugs.® In 1994 the WHO dffice in Zagreb
issued specific guiddines for humanitarian assistance to former Yugodavia*

In view of the existence of these different drug donation guidelines, the need was felt
for one comprehensive set of guidelines that would be endorsed and used by al mgor
internationa agencies active in emergency rdief. For this reason a first draft was
prepared by the WHO Action Programme on Essentid Drugs and further refined in
close collaboration with the Divison of Drug Management and Policies and the
Divison of Emegency and Humanitarian Action, mgor internationa relief
organizations and a large number of internationd experts. The find text represented
the consensus between WHO, Churches Action for Hedth of the World Council of
Churches, the Internationa Committee of the Red Cross, the Internationa Federation of
Red Cross and Red Crescent Societies, Médecins Sans Frontieres, the Office of the
United Nations High Commissioner for Refugees, OXFAM and the United Nations
Children's Fund. In the process comments by over 100 humanitarian organizations and
individua experts were taken into consderation.

The examples of ingppropriate donations described here congtitute ample reasons to
develop international guiddines for drug donaions. In summary, guideines are
needed because:

Donors intend wel, but often do not redize the possible inconveniences and
unwanted consequences at the receiving end.
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Donor and recipient do not communicate on equa terms. Recipients may need
support in specifying how they want to be hel ped.

Drugs do not arrive in a vacuum. Drug needs may vary between countries and
from Stuation to Stuation. Drug donations must be based on a sound analysis of
the needs, and thelr selection and digtribution must fit within exigting drug policies
and adminigrative systems. Unsolicited and unnecessary drug donations are
wasteful and should not occur.

The quadlity requirements of drugs are different from those for other donated
items, such as food and clothing. Drugs can be harmful if misused; they need to
be identified easly through labes and written information; they may expire; and
they may have to be destroyed in a professional way.
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[11. Coreprinciples

The twelve aticles of the Guiddines for Drug Donations are based on four core
principles. The firgt and paramount principle is that a drug donation should benefit the
recipient to the maximum extent possible. This implies that dl donations should be
based on an expressed need and that unsolicited drug donations are to be discouraged.
The second principle is that a donation should be made with full respect for the wishes
and authority of the recipient, and be supportive of existing government hedlth policies
and adminidrative arrangements.  The third principle is that there should be no double
gandards in qudity: if the qudity of an item is unacceptable in the donor country, it is
aso unacceptable as a donation.  The fourth principle is that there should be effective
communication between the donor and the recipient: donations should be based on an
expressed need and should not be sent unannounced.

Core principles for a donation

Maximum benefit to the recipient

Respect for wishes and authority of the recipient

No double standards in quality

Effective communication between donor and recipient

o e
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V. Guidelinesfor drug donations

Selection of drugs

1. All drug donations should be based on an expressed need and berelevant tothe
disease pattern in therecipient country. Drugs should not be sent without prior
consent by therecipient.

Justification and explanation

This provison dresses the point that it is the prime respongbility of the
recipients to specify their needs. It is intended to prevent unsolicited donations,
and donations which arrive unannounced and unwanted. It also empowers the
recipients to refuse unwanted gifts.

Possible exceptions

In acute emergencies the need for prior consent by the recipient may be waived,
provided the drugs are amongst those from the WHO Modd Ligt of Essentia

Drugs’thet are included in the UN list of emergency relief items recommended
for use in acute emergencies®

2. All donated drugsor their generic equivalentsshould be approved for usein the
recipient country and appear on the national list of essential drugs, a, if a
national list is not available, on the WHO Modé List of Essential Drugs, unless
specifically requested otherwise by therecipient.

Justification and explanation

This provison is intended to ensure that drug donations comply with nationd
drug policies and essentid drugs programmes. It ams a maximizing the
positive impact of the donation, and prevents the donation of drugs which are
unnecessary and/or unknown in the recipient country.

Possible exceptions

An exception can be made for drugs needed in sudden outbresks of uncommon
or newly emerging diseases, snce such drugs may not be gpproved for use in the
recipient country.

3. The presentation, strength and formulation of donated drugs should, as much
as possible, be similar to those of drugs commonly used in the recipient country.

Justification and explanation

Mog gaff working at different hedth care leves in the recipient country have
been trained to use a certan formulation and dosage schedule and cannot
condantly change ther trestment practicess. Moreover, they often have
insufficient training in performing the necessary dosage caculations required for
such changes.
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Quality assurance and shelf-life

4. All donated drugs should be obtained from a reliable source and comply with
quality standards in both donor and recipient country. The WHO Certification

Scheme on the Quality of Pharmaceutical Products Moving in International
Commerce’ should be used.

Justification and explanation

This provison prevents double standards. drugs of unacceptable qudity in the
donor country should not be donated to other countries. Donated drugs should be
authorized for sale in the country of origin, and manufactured in accordance with
international standards of Good Manufacturing Practice (GMP).

Possible exceptions

In acute emergencies the use of the WHO Caertification Scheme may not be
practica. However, if it is not used, a judtification should be given by the donor.
When donors provide funds to purchase drugs from loca producers, those which
comply with national standards should not be excluded on the sole grounds that
they do not meet quality standards of the donor country.

5. No drugs should be donated that have been issued to patients and then
returned to apharmacy or elsewhere, or weregiven to health professonalsasfree
samples.

Justification and explanation

Petients return unused drugs to a pharmacy to ensure their safe disposd; the same
applies to drug samples that have been received by hedth workers. In most
countries it is not alowed to issue such drugs to other patients, because their
quaity cannot be guaranteed. For this reason returned drugs should not be
donated ether. In addition to quality issues, returned drugs are very difficult to
manage a the recalving end because of broken packages and the smal quantities
involved.

6. After arrival in the recipient country all donated drugs should have a
remaining shelf-life of at least one year. An exception may be made for direct
donationsto specific health facilities, provided that: the responsible professional
at thereceiving end acknowledgesthat (s)heisawar e of the shelf-life; and that the
qguantity and remaining shelf-life allow for proper administration prior to
expiration. In all casesit isimportant that thedateof arrival and the expiry dates
of the drugs be communicated to the recipient well in advance.

Justification and explanation

In many recipient countries, and especidly under emergency dtuations, there
are logidical problems. Very often the regular drug digtribution system has
limited posshilities for immediate digribution. Regular didribution through
different Sorage levels (eg. centrd dore, provincid dore, digtrict hospitd)
may take Sx to nine months. This provison especially prevents the donation of
drugs just before their expiry, as in most cases such drugs would only reaech the
patient after expiry. It is important that the recipient officid responsible for
acceptance of the donation is fully awvare of the quantities of drugs being
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donated, as overstocking may lead to wastage. The argument that short-dated
products can be donated in the case of acute emergencies, because they will be
used rapidly, is incorrect. In emergency Stuations the systems for reception,
storage and digtribution of drugs are very often disrupted and overloaded, and
many donated drugs tend to accumulate.

Additional exception

Beddes the possible exception for direct donations mentioned above, an
exception should be made for drugs with a tota shdf-life of less than two
years, in which case at least one-third of the shelf-life should remain.

Presentation, packing and labelling

7. All drugs should be labelled in a language that is easily under stood by health
professionals in the recipient country; the labe on each individual container
should at least contain the I nternational Nonproprietary Name (INN) or generic
name, batch number, dosage form, strength, name of manufacturer, quantity in
the container, storage conditions and expiry date.

Justification and explanation

All donated drugs, including those under brand name, should be labelled dso
with their INN or the officia generic name. Mogt training programmes are based
on the use of generic names. Recelving drugs under different and often unknown
brand names and without the INN is confusing for hedth workers and can even
be dangerous for patients. In the case of injections, the route of administration
should be indicated.

8. Asmuch aspossible, donated drugsshould be presented in larger quantity units
and hospital packs.

Justification and explanation

Large quantity packs are chegper, less bulky to transport and conform better with
public sector supply systems in most developing countries.  This provison aso
prevents the donation of drugs in sample packages, which are impractica to
manage. In precarious Stuations, the donations of paediatric syrups and mixtures
may be ingppropriate because of logigica problems and their potentid misuse.

9. All drug donations should be packedin accordance with international shipping
regulations, and be accompanied by a detailed packing list which specifies the
contents of each numbered carton by INN, dosage form, quantity, batch number,
expiry date, volume, weight and any special storage conditions. Theweight per
carton should not exceed 50 kilograms. Drugs should not be mixed with other
suppliesin the same carton.

Justification and explanation

This provison is intended to facilitate the administration, storage and disiribution
of donations in emergency Stuations, as the identification and management of
unmarked boxes with mixed drugs is very time- and labour-intendve. This
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provison specificaly discourages donations of smal quantities of mixed drugs.
The maximum weght of 50 kilograms ensures that each carton can be handled
without specia equipmen.

I nformation and management

10. Recipientsshould beinformed of all drug donationsthat arebeing consider ed,
prepared or actually under way.

Justification and explanation

Many drug donations arrive unannounced. Detalled advance informetion on al
drug donations is essentia to enable the recipient to plan for the receipt of the
donation and to coordinate the donation with other sources of supply. The
information should a least include: the type and quantities of donated drugs
including their Internationa Nonproprietary Name (INN) or generic name,
drength, dosage form, manufacturer and expiry date; reference to earlier
correspondence (for example, the letter of consent by the recipient); the expected
date of arriva and port of entry; and the identity and contact address of the
donor.

11. Intherecipient country the declared value of a drug donation should be based
upon the wholesale price of its generic equivalent in therecipient country, or, if
such information is not available, on the wholesale world-market price for its
generic equivalent.

Justification and explanation

This provison is needed solely to prevent drug donations being vaued in the
recipient country according to the retail price of the product in the donor country.
This may lead to elevated overhead costs for import tax, port clearance and
handling in the recipient country. It may aso result in a corresponding decrease
in the public sector drug budget in the recipient country.

Possible exception

In the case of patented drugs (for which there is no generic equivaent) the
wholesdle price of the nearest thergpeutic equivdent could be taken as a
reference.

12. Costs of international and local transport, warehousing, port clearance and
appropriate storage and handling should be paid by the donor agency, unless
specifically agreed otherwise with therecipient in advance.

Justification and explanation

This provison prevents the recipient from being forced to spend effort and
money on the clearance and trangport of unannounced consignments of unwanted
items, and aso enables the recipient to review the list of donated items at an early
stage.

10
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V. Other ways donors can help

The new emergency health kit

In the acute phase of an emergency, or in the case of displacements of refugee
populations without any medica care, it is better to send a sandardized kit of drugs
and medicd supplies that is specificdly designed for this purpose. For example, the
new emergency hedlth kit,® which has been widely used since 1990 and was updated in
1998, contains drugs, disposable supplies and basic equipment needed for genera
medica care for a population of 10,000 for three months. Its contents are based on a
consensus among mgor internationa aid agencies. It is permanently stocked by
severd mgor internationd suppliers (for example, the Internationd Dispensary
Associaion, Médecins Sans Frontieres and the United Nations Children's Fund) and
can be avalable within 48 hours. It is especidly relevant in the absence of specific
requests.

Donationsin cash

After the acute phase of the emergency is over, a donation in cash for loca or regiona
purchase of essentia drugs is usualy much more welcome than further drug donations
in kind. Such a cash contribution is very supportive to the activities of the loca
government or coordinating committee, it is supportive to the loca and regiond
pharmaceutical industry, and it may aso be more cod-effective.  In addition,
prescribers and patients are usually more familiar with localy produced drugs.

Additional guiddinesfor drug donations as part ofdevelopment aid

When drug donations are made between governments as humanitarian support in long-
lagting complex emergencies and as regular development (commodity) ad there is
usualy more time to congder specific demands from the recipient's sde. On the other
hand, there is dso time to link more redtrictions to the donation, e.g. to products from
manufacturers in the donor country, and to drugs registered for use in the recipient
country.

It should be recognized that drugs do not arive in an adminigtrative vacuum. Drug
donations should not creste an abnorma Stuation which may obsruct or delay
nationa capacity building in sdlection, procurement, storage, digtribution and rationa
use of drugs. Specid care should therefore be taken that the donated drugs respond to
an expressed need, comply with the nationdl drug policy, and are in accordance with
nationa trestment guiddines in the recipient country. Adminigrativey, the drugs
should be treated as if they were procured. This means that they should be registered
or authorized for use in the country through the same procedure that is used for
government tenders. They should be entered into the inventory, distributed through
the exiding didribution channels and be subject to the same qudity assurance
procedures. If cost-sharing procedures are operationa in the recipient country, the
donated drugs should not automatically be distributed free of charge.

11
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VI. How to implement a policy on drug donations

Management of drug donations by the recipient

Define nationd guiddines for drug donetions

It is difficult for a recipient to refuse a donation that has dready arrived. Prevention is
therefore better than cure. Recipients should indicate to their prospective donors what
kind of assstance they need, and how they would like to receive it. If this information
is provided in aprofessona way, most donors will gppreciate it and will comply.

Therefore, recipients should firg formulate their own nationd guiddines for drug
donations on the bass of the internationa guidelines. They can dso be included in the
national drug policy. These nationd guidelines should then be officidly presented and
explained to the donor community. Only after they have been presented and officidly
published can they be enforced.

Define administrative procedures for receiving drug donations

It is not enough for the recipient to adopt and publish the generd guidelines on the
sdection, qudity, presentation and management of drug donations. Administrative
procedures need to be developed by the recipient to maximize the potential benefit of
drug donations. As much as possible such arrangements should be linked with existing
drug supply systems, but there are severd decisons to be made which apply to
donations only. Examples of such important issues, which have to be addressed in
each country, are:

Decide who is responsible for defining the needs, and who will prioritize them.
Decide who coordinates al drug donations.

Which documents are needed when a donation is planned; who should receive
them?

Which procedure is used when donations do not follow the guidelines?

What are the criteria for accepting/rgecting a donation, and who makes the fina
decison?

Decide who coordinates reception, storage and distribution of the donated drugs.
How are donations vaued and entered into the budget/expenditure records?

How will inappropriate donations be disposed of ?

Soecify the needs for donated drugs

The third important action by the recipient is to specify the needs for donated drugs as
much as possible. This puts the onus on the recipient to carefully prepare requests,
indicating the required quantities and prioritizing the items. The more information
given, the better. Information on donations that are dready in the pipeine, or
anticipated, is very helpful to other potential donors. Full information from the side of
the recipient is greetly appreciated by donors and pays off in the long run.

12
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Manage drugs with less than one-year expiry

Drugs do not become toxic or ineffective on their date of expiry but may dowly
deteriorate depending on the product, formulation and storage conditions. Some
become toxic but most smply lose ther efficacy. An expiry dete is the date given on
the individud container (usudly on the label) of a drug product, up to and including
which the product is expected to remain within specifications, if stored correctly. It is
established for each batch by adding the shdlf-life period to the date of manufacture.
The recommendation that al drugs should have a remaining shelf-life of & least one
year upon ariva in a recipient country is to dlow for the dl too frequent in-country
digribution delays. It gives a measure of security that patients will receive drugs of
good qudlity.

A specific exception to the one-year shdlf-life requirement can be made for donated
drugs provided that: they are direct donaions to specific hedth facilities the
responsible professiona acknowledges that (s)he is aware they are short-dated; and the
quantity and the remaining shelf-life alow for proper adminigtration, distribution and
prescription prior to expiry. Experience has shown that some recipient governments
have applied the Guidelines very drictly, without due condderation of the possble
exceptions to the generd rule.  This has resulted in unnecessary impounding and
disposd of vauable donations.

Ensure rapid customs clearance of donated drugs

Rapid customs clearance is required for al donated drugs. Customs and hedth
minidry officids managing drug dondions covered by the Guidelines have the
respongble task of alowing entry for ussful donations, while reecting short-dated
donations for which satisfactory distribution provisions have not been made.

Manage donated drugs carefully

The value of donated drugs can be considerable, and the gift should be treated with due
expedition and care. On arivd the drugs should be inspected and ther receipt
confirmed to the donor agency. They should then be stored and digtributed in
accordance with norma principles of good pharmacy practice, and under the
respongbility of adequatdly trained professonds. There must be due vigilance to
ensure that donated products are not diverted for export, commercid sale, or into illicit
channels. Good donation management also includes agreed systems of accountability.

Action required from donor agencies

Donors shoud aways respect the four core principles for drug donations presented
above. Donors should also repect the national guidelines for drug donations and
respond to the priority needs indicated by the recipient. Unannounced donations
should be prevented as much as possible.

Avoid donations of drugswith short expiry dates

The fundamentad problem of donated drugs with short expiry dates has troubled
recipients for many years. On the other hand, globa experiences indicate that well-
managed donor organizations and pharmaceutical companies are generdly able to
avoid donating products with short expiry dates. Some large companies have
product outreach programmes under which products are specifically donated from

13
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normd inventories, on the basis of an agreed-upon schedule, to meet recipients
needs.

One objective of the Guidelines is to reduce donations of drugs with short expiry dates
through better inventory control on the part of donor companies and intermediaries,
and through better communications. Donors and intermediaries should avoid
donations of drugs with short expiry dates as much as possible.

Inform the public

The generd public in the donor country is not dways aware of the common problems
with drug donations. It is therefore important that governments in donor countries
make some effort to create more public awareness on “good donor practice”. The best
moment for thisis probably at the time of the public gpped through the media.

Establish donor coordination

It is recommended that within the recipient country the different donors collaborate in
the establishment of a coordinating body. In emergency Studtions this is essentidl.
This body should determine the needs, priorities, storage, logigtics and distribution,
and act as the centra cortact point in discusson with the recipient government
authorities.

The respongble government department should supply relief agencies with as much
information as possible about requested and approved donations.  Conversdly, relief
agencies should keep the donor coordinating body and the responsible government
department fully informed of the specific identity, arrivd dates, quantities, and expiry
dates of donations. This will greaily assst the co-ordinating body in the recipient
country to plan for the proper reception of the donations, and to identify the need for
additiona supplies.

Within donor countries al organizations should likewise establish a coordinating
body at headquarters level, to ensure that appropriate donation policies and
processes are followed.

The argument that products with short expiry dates can be donated in the case of acute
emergencies, because they will be used rapidly, is incorrect. In emergency Stuations
the systems for reception, storage and distribution of drugs are very often disrupted and
overloaded, and many donated drugs tend to accumulate.
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Annex: Examples of problems with drug donations

Armenia, 1988

After the earthquake, 5,000 tons of drugs and medical supplies worth US$ 55 million
were sent.  This quantity far exceeded needs. It took 50 people sx months to gain a
clear picture of the drugs that had been received. Eight per cent of the drugs had
expired on arriva, and 4% were destroyed by frost. Of the remaining 88%, only 30%
were easy to identify and only 42% were rdevant for an emergency Stuation. The
majority of the drugs were only labelled with brand names”®

Eritrea, 1989

During the war for independence, despite careful wording of appeds, many
ingppropriate donations were received. Examples were: seven truckloads of expired
aqoirin tablets that took sx months to burn; a whole container of unsolicited
cardiovascular drugs with two months to expiry; and 30,000 haf-litre bottles of expired
amino-acid infusion that could not be disposed of anywhere near a settlement because
of the smell.*®

Sudan, 1990

A large consgnment of drugs was sent to war-devastated southern Sudan. Each box
contained a collection of small packets of drugs, some partly used. All were labelled in
French, a language not spoken in Sudan. Most drugs were ingppropriate, some could
be dangerous. These included: contact lens solution, appetite stimulants, mono-amine
oxidase inhibitors (dangerous in  Sudan), X-ray solutions, drugs againg
hypercholesterolaemia, and expired antibiotics. Of 50 boxes, 12 contained drugs of
some use™

France, 1991

Pharmaciens Sans Frontieres collected 4 million kilograms of unused drugs from 4,000
pharmacies in France. These were sorted out in 88 centres in the country. Only about
20% could be used for international aid programmes, and 80% were burnt.?

Russian Federation, 1992

Russan pharmaceutica production has fdlen far below its 1990 level, and donations
of drugs have been welcomed. However, initid enthusiasm soured when the nature
of some donations was discovered. Examples of donations include: 189,000 bottles
of dextromethorfan cough syrup; pentoxifylline and clonidine as the only
antihypertendgve items, triamterene and spironolactone as diuretics, pancrestic
enzyme and bismuth preparations as the only gastrointestingl drugs™
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Guinea-Bissau, 1993

In September 1993 eight tons of donated drugs were sent; al were collected from
pharmacies in quantities of between 1 and 100 tablets. The donation contained
22,123 packages of 1,714 different drugs which were very difficult to manage and
greatly interfered with government efforts to rationalize drug supply and drug use.™

Lithuania, 1993

Eleven women in Lithuania temporarily logst their eyesight after using a donated drug.
The drug, closantd, was a veterinary anthemintic but was mistekenly given to treat
endometritis.  The drug had been recelved without product information or package
insert, and doctors had tried to identify the product by matching its name with those on
|lesflets of other products.™

Former Yugoslavia, 1994, 1995

Of al drug donations received by the WHO fidld office in Zagreb in 1994, 15% were
completely unusable and 30% were not needed.’® By the end of 1995, 340 tons of
expired drugs were stored in Mostar.  Most of these were donated by different
European nations.*’

Rwanda, 1994

Large quantities of a sophidticated antibiotic were donated to refugee camps in
Rwanda Drugs were donated in bulk through private voluntary organizations.
Refugee workers were not used to using the drug; most of it was recdled; the
remainder posed disposal problems.*®*

Bosnia and Herzegovina, 1992-1996

Between 1992 and mid-1996 an estimated 17,000 metric tons of inappropriate
donations were received with an estimated disposal cost of US$34 million. ™

Albania, 1999

A WHO audit of humanitarian drug donations received in Albania during May
1999 reveded serious quality problems. It was estimated that 50% of the drugs
coming into Albania during the Kosovo refugee crisis were ingppropriate or
useless and would have to be destroyed.  Sixty-five per cent of drugs had an
inadequate expiry date (either missing or expiring less than one year from the date
of donation); and 32% were identified only by brand names, which were
unfamiliar to Albanian hedlth professonals. None of the short shelf-life donations
were requested, and according to aid workers they could not be distributed and
used before the end of the year. %
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USA), K.Ditz (Merck KGaA, Germany), D.Djamilatou (PEV/SSP/ME, Conakry, Guinea),
C.Drown, (Medical Supplies Department, Nepal), T.Dubuque (Crudem Foundation, USA),
R.B.Elens (Holy Family Hospital, Malawi), K.Ellerbroek (Bayer AG, Germany), A.J.Elphick
(Novo Nordisk A/S, Denmark), A.Fadoul (Centers for Development and Health, Haiti), G.
Fiorentino (Order of Malta, Panama), G.Folkedal (Norway), G.-B.Forte (WHO/EURO),
M.Gastellu Etchegorry (MSF, France), Cpt. N.Gaza (MOD, Zimbabwe), G.Gedevanishvili
(UMCOR, Georgia), R.Geursen & G.Kisters (Hoechst Marion Roussel, Germany), P.A.
Gibson (Eli Lilly and Company, USA), J.Glenn (SmithKline Beecham, USA), M.Greiff
(Intercare, UK), F.C.Griz-Tesorero (Order of Malta, Chile), C.Gursky (Bayer Corporation,
USA), S.Gvorgy (Malteska Dobrotvorna Organizacija, Jugoslavije), H.Haga (Nippon Glaxo
Ltd.), M.Healy (Trocaire, Ireland), E.Hesse (MSF, Luxembourg), H.Hoppe (Bristol-Myers
Squibb GmbH, Germany), Horizons Santé (Cameroon), B.Irvine (Pharmaceutical Society of
New Zealand), B.gldal (Sandvika Apotek, Norway), P.A.Jotterand (Pharmaciens Sans
Frontieres, Comité International, France), K.Kafidi (Ministry of Health and Social Services,
Namibia), T.Kaneko (Kirin Brewery Co. Ltd., Japan), J.P.Kelsall (MAP International,
Canada), R.V.Kesteren-Archen (International Pharmaceutical Federation, Netherlands),
H.Kienzl (Zeneca GmbH, Germany), G.Kimball (UMCOR, Haiti), W.Kollmann (Knoll AG,
Germany), W.Kotkowski (Sihanouk Hospital Centre of HOPE, Cambodia), J.Krauskopf
(Order of Malta, Croatia), C.E.Kuhinka (Wyeth-Ayerst Pharmaceuticals, USA), M.Kurian
(Christian Medical Commission, Churches’ Action for Health, World Council of Churches,
Switzerland), E.Larsson (DANIDA, Kenya), J.F.Ledesma (St. Luke's Medical Centre,
Philippines), P.Le Jacq (Maryknoll Missioners, United Republic of Tanzania), D.Lejoyeux
(Tulipe, France), J.P.Lepers (Institut Léprologie Appliquée, Senegal), D.Lockyer (Overseas
Pharmaceutical Aid for Life, Australia), J.-D.Lormand (MSF, Switzerland), A.Lungu
(Swaziland), J.McDonald (St. Vincent de Paul Society, Australia), H.Maisano (World Vision,
Australia), J.Mamedov (UMCOR, Azerbaijan), A.Masel & K.-J. Schlabe (Berlin-Chemie AG,
Germany), F.Matthys (MSF, France), S.Meier (MAP International, USA), M.Minkaila
(Direction Nationale de la Santé Publique, Mali), A.Mgller (Leo Pharmaceutical Products
Ltd. A/S, Denmark), Mongolemimpex (Mongolia), C.Mugadza (Datlabs Pvt. Ltd.,
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Zimbabwe), C.Y.Mwasha (Muhimbili Health Centre, United Republic of Tanzania),
Y.Nakano (Fujisawa Pharmaceutical Co., Ltd., Japan), G.Nanu (Cible, Cameroon),),
H.Norikyo & I.Kitamaru (Fuso Pharmaceutical Industries Ltd., Japan), M.O'Donohue
(Catholic Medical Mission Board Inc., USA), G.B.Okelo (University of Tropical Medicine and
Technology, Kenya), B.Olsen (International Federation of Red Cross and Red Crescent
Societies, Switzerland), E.M.A.Ombaka (Pharmaceutical Programme, Community Initiatives
Support Services International, Kenya), J.O’Neill (Save the Children Fund, Australia), Order
of Malta, Dominican Republic, A.L.Oviedo (Ministerio de Salud y Prevision Social de
Bolivia), D.M.Padgett (Interchurch Medical Assistance Inc., USA), R.Paltridge (Crusade
Mercy Ministries, Australia), T.Parts (State Agency of Medicines, Estonia), B.Pastors (Action
Medeor, Germany), C.Person (Johnson and Johnson, USA), A.Petersen (DIFAM, Germany),
Pharmaceutical Product Donation Steering Committee USA, The Pharmacist (Health Services
Department, Zimbabwe), G.H. de Pommery (Oeuvres Hospitalieres Francaises de I'Ordre de
Malte, France), W.L.Prelesnik (International Aid Inc., USA), S.K Proctor (Mayaka Health
Centre, Malawi), F.T.Puls (Memisa Medicus Mundi, Netherlands), N.Que (Christian Health
Association of Malawi), M. Raijmakers (Wemos, Netherlands), Ramakrishna Mission
Ashrama (India) Dr. Rakotomanana (Direction des Pharmacies, Madagascar), R.W.Rice
(Asian Outreach Australia Inc., Australia), E.J.Ridder (Ministry of Development Cooperation,
Netherlands), J.Rigal (MSF), C.C.Robert (Presbyterian Medical Institutions, Cameroon),
M.C.Robert (Hopital Général de Kinshasa, Democratic Republic of the Congo), L.Rolver
(Nycomed Amersham, USA), J.Roos (Centro de Obras Sociales, Peru), C.J.Rumball (CAN
MAP, Canada), J.Russo (Partnership for Quality Medical Donations, USA), Sr. Sabina (Our
Lady of Providence Hospital, India), Sadebay (Cameroon), H.Sandbladh (International
Federation of Red Cross and Red Crescent Societies, Switzerland), M.Sarkar (Community
Development Medicinal Unit, India), H.Sassounian (United Armenian Fund, USA),
C.Saunders (UNFPA, USA), P.Saunders (Essential Drug Project, OXFAM, UK), R.Scharf
(Institute of Haematology and Blood Transfusion, Poland), J.Schmick (World Vision, USA),
Cpt.Sekouba-Bangoura (Order of Malta, Guinea), N.S.Snarskis (Order of Malta, Latvia),
B.Snell (Macfarlane Burnet Centre for Medical Research, Australia), J.A.Soltz (Prosalud,
Bolivia), S. Sopczynski, (Medical Mission Sisters, Ethiopia), G.Stark (Kalene Mission
Hospital, Zambia), U.Suna (Evangelical Mission Hospital, India), J.Svendsen (Interagency
Procurement Services Office, United Nations Development Programme, Denmark), G. Szalay
(WHO/SUP/DBP), D.W.Tarkieh (Needy Children Centre of Africa International, Ghana),
L.Taylor (Kyrgyzstan), S.Teper (Ministry of Health and Social Welfare, Poland), D.Thierry
(Centre de Santé de Lagdo, Cameroon), K.Timmermans (WHO Office, Indonesia),
M.Torongu (Commonwealth Pharmaceutical Association, Zimbabwe), A.Toumi (Direction
de la Pharmacie et du Médicament, Tunisia), United Nations Children’s Fund, Supply
Division, Denmark, 1.V.Valdés (Order of Malta, Chile), W.Vandersmissen (SmithKline
Beecham, Belgium), N.van der Veer (Akzonobel, Netherlands), L.Vanoyan (UMCOR,
Armenia), M.Vazquez (MSF, Spain). R.S.Villonco (Order of Malta, Philippines), J.Volkman &
F.B.Bauer (Fondaciéon San Gabriel, Bolivia), K. Weerasuriya (Department of Pharmacology,
University of Colombo, Sri Lanka), D.Whyms (DFID, Bolivia), R.Wood (Samaritans Purse -
World Medical Mission, USA), G.Zeana & F.lonescu (Asociatia Salvavita, Romania).
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There are many types of drug donation. Some are arapid response to an acute
emergency or form a component of development aid. Others represent the
philanthropic aims of large corporations. Y et others are small and targeted for use
by individua hedth facilities. But al too often, drug donations are ingppropriate
and cause disposal problems for their recipients.

By describing “good donation practice’, these guiddines am to improve the
quality of drug donations. Asabasisfor nationd or inditutional guiddines, they
can be adapted and implemented by governments and organizations deding with
this type of assistance.

Firgt issued in 1996, the guidelines have since been revised, following an
extensve review of experiences with their use. This second edition begins with a
discussion of the need for guiddines and goes on to present four core principles
and 12 guiddines for drug donations, covering such issues as selection of drugs,
qudity assurance, and presentation and packaging. Exceptionsto the genera
guidelines are dso given, to take account of specific drug donation Stuations.

The guiddines conclude with suggestions on other ways in which donors can
provide assstance, and advice on how recipients can implement a drug donations

policy.

Thisis an intergagency consensus document published by the WHO Department
of Essential Drugs and Other Medicines on behaf of the organizations listed.
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