Pan American Health Organization

International Workshons on Injection Safety

To strengthen the Regional Plan for Quality Control and Safety of Syringes,” PAHO conducted two interna-
tional workshops on injection safety in 2008, one in Nicaragua (July) and the other in Honduras (November).

The objectives of the workshops were to train health professionals and managers of the Expanded Program
on Immunization (EPI) on Good Storage Practices (GSP), discarding and final disposal of sharp waste, injec-
tion safety, and proper use of medical devices. Sessions on auto-disable (AD) syringe use® and the Regional
Plan for Quality Control and Safety of Syringes™ were also conducted. In addition, the workshops sought to
promote the use of the regional incident reporting system for syringes (https://portal.paho.org/sites/fch/IM/
SRI/default.aspx).

Good Storage Practices

GSP are guidelines developed by the World Health Organization (WHO). GSP are derived from the Good
Manufacturing Practices (GMP). One objective of GSP is to reduce the risks of contamination and confusion,
for example in the improper labeling of a product. These practices apply to immunization supply storage, such
as central and regional storage warehouses, and hospital and community pharmacies. The objectives of GSP
are to guarantee the quality, efficacy, safety, and performance of supplies.

GSP address the flow of supplies and personnel, storage conditions, hygiene norms, arrival and return of
supplies, and market recalls, among others. The GSP guidelines highlight the importance of temperature and
humidity monitoring (technical mapping) of refrigerators, freezers, and cold rooms. For this purpose, all mea-
surement instruments must be calibrated. Staff working in storage facilities must have well-defined and written
roles and responsibilities, and benefit from continuing education.

Trained staff must verify that the products received correspond to what has been ordered, check product qual-
ity, and keep written records of all transactions. The reception area must be secure so product quality is not
compromised. Each storage facility must have its own equipment for material transportation, weighing, and
measuring.

GSP recommendations encompass inventory management, supply turnaround, and product identification. As
products are shipped from the central storage unit to regional storage facilities, the accompanying information
must allow for the tracking of quantities of any specific lot or batch number (traceability). This will facilitate
product recall in case of quality problems or non-conformity.

During the discussion about GSP, it was noted that weaknesses exist at country level regarding storage practic-
es. All stakeholders should commit to having impeccable storage facilities, in spite of financial constraints. This
issue must be handled in coordination with national regulatory authorities. Guidelines are being developed.

Discarding and Final Disposal of Sharp Waste

Final disposal of sharps and solid waste remains a challenge for the EPI. Several criteria for dangerous waste
management and treatment, from product acquisition to final disposal, have been established. Some of the
technologies more commonly used for solid waste disposal are needle destroyers, sterilizing equipment (dry
heat, vapor, gas, microwaves), shredding devices, incinerators, chemical disinfection, and encapsulation.®

See INJECTION page 5
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Measles and Rubella
Laboratory Network in
the Americas

During the verification phase of the
interruption of endemic transmis-
sion of measles and rubella viruses,
it is essential to maintain high qual-
ity laboratory surveillance. The role
of the laboratory is to provide the
essential data to classify suspected
cases and to provide molecular epi-
demiologic information about the vi-
ruses circulating in the Region of the
Americas. The information should be
analyzed and reported in an effective
and timely manner to allow imple-
mentation of adequate public health
measures.

The measles and rubella labora-
tory network in the Americas was
established in 1995 and is part of the
World Health Organization (WHO)
Global Measles and Rubella Labo-
ratory Network. The network has
implemented standardized diagnos-
tic and testing methods, as well as
a comprehensive quality assurance
program, which includes proficiency
testing, confirmatory testing, an ac-
creditation process, and weekly
notification of the laboratory perfor-
mance indicators. Laboratory results
are reported to the Pan American
Health Organization (PAHO) in a
timely manner.

The laboratory surveillance guide-
lines were reviewed by a group of
representatives from the Global
Specialized Laboratory (GSL), the
Regional Reference Laboratory
(RRL), and national laboratories dur-
ing a meeting at PAHO Headquar-
ters on 27 August 2008. The group

See LABORATORY page 2
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LABORATORY from page 1

proposed a laboratory protocol be used for
documenting and verifying the interruption of
endemic measles and rubella transmission. The
participants emphasized that both the public
health authorities and laboratories have a role in
ensuring optimum laboratory performance.

Recommendations

1. Quality Control: Documentation of measles
and rubella elimination requires that each par-
ticipating laboratory produce the highest quality
laboratory surveillance data possible. Each coun-
try must report results from a laboratory fully ac-
credited according to current WHO LabNet stan-
dards and using the PAHO-modified checklist.
Accreditation includes:

* Assessment of proficiency testing for IgM, rou-
tine testing results, and confirmatory testing
for serologic assays;

* Review of internal quality control measures;

* Review of laboratory standard operating pro-
cedures (SOPs) including protocols for bio-
safety and containment of infectious material;

* Training and qualifications of laboratory staff;

* Timeliness of testing;

* Integration of laboratory with epidemiology;

* Timeliness and completeness of result report-
ing to PAHO;

* Timeliness of forwarding samples for virus
isolation to the RRL;

* Maintenance of inventories of all samples and
potentially infectious material.

Specific points include the following:

a. Participation in the global proficiency testing
program for serologic testing: The panels are
provided to assess the proficiency of the labo-
ratories to detect measles and rubella IgM by
enzyme immunoassay (EIA). Al WHO LabNet
laboratories receive proficiency panels pre-
pared by the Victorian Infectious Disease Lab-
oratory (VIDRL) in Melbourne, Australia. Dis-
tribution of the panels is conducted by the U.S.
Centers for Disease Control and Prevention
(CDC) and requires coordination with country
program representatives, laboratory manag-
ers, and the PAHO Laboratory Coordinator
(LC). Testing and reporting of results (includ-
ing optical density readings) must adhere to
the requirements of timeliness described in
the accreditation documents. Upon submis-
sion of results, the laboratory will receive a
report within 10 days. Results are forwarded
to WHO Headquarters and VIDRL for inclusion
in the global report.

b. Provision of serum from routine testing to

the designated referral laboratory for confir-
matory testing: To ensure confidence in the

quality of the network’s serologic testing for
measles and rubella Igm detection, the LC will
randomly chose a national laboratories (NL)
that will send serum samples for confirmatory
testing once a year to the corresponding RRL
according to the plan previously developed by
the LC and the Reference Laboratories. The
criteria to select the samples for confirmatory
test are the following: 10 samples with nega-
tive results, 10 samples with measles-positive
results, 10 samples with rubella-positive re-
sults, 10 samples equivocal for measles, and
10 samples equivocal for rubella. A form, pro-
vided by the LC or by the GSL or RRL, should
accompany the serum samples so that the 2
sets of results can be reviewed. Results will be
evaluated by the GSL or RRL and communi-
cated to the LC. If discordant results occur,
additional testing or consultation with the
laboratories will be initiated by the LC to ad-
dress any potential problems. The GSL or the
RRL, in coordination with the referral labora-
tory, will prepare a schedule for shipment of
the samples to the referral laboratory and, if
necessary, will determine the best method of
shipment and whether alternative sample pro-
tocols (e.g., filter paper) are appropriate.

¢. Documentation of the data generated through-

out the laboratory network for quality assur-
ance: Summaries with all laboratory perfor-

mance data including accreditation status,
results from proficiency panels and confirma-
tory testing should be documented.

d. Sporadic IgM positive cases are expected

when disease prevalence is low and reflect
good surveillance: The recording of these

cases in a standard format will allow the ag-
gregate evaluation of such cases as part of the
review of overall laboratory surveillance and
will aid in the documentation of elimination.

2. Case Classification and Laboratory Testing:
In an elimination setting, case classification can
sometimes be challenging and often requires
additional testing and clinical specimens. In this
regards it is imperative that countries strengthen
virological surveillance. An adequate specimen
for virus isolation can improve the sensitivity of
the serology in the first days of the disease when
serology results can be inconclusive. It allows for
the genetic characterization of the virus, which is
fundamental for an elimination program in the
Region. A negative virus isolation result does not
rule out measles or rubella infection because the
test is much affected by the timing of specimen
collection and specimen quality, which can be af-

fected by storage and transportation. In this situ-
ation a second serum specimen (convalescent
phase) is indicated to verify seroconversion.

Countries should be aware of the limitations of
laboratory testing. To detect IgM to measles and
rubella, all laboratories are using commercial
EIA assays that have been fully validated and
have excellent sensitivities and specificities. Still,
no serologic test will be sufficient for all cases.
Collection of additional samples for viral detec-
tion provides another means to confirm a case
and the genetic information provides valuable
information about the transmission pathways of
the virus. Though these samples are requested,
they are difficult to obtain for many cases be-
cause of the problems associated with specimen
collection, transport, and storage. A second se-
rum sample can also help to improve the labora-
tory's ability to classify cases, but many cases are
unfortunately lost to follow-up.

Accurate case classification depends on careful
review of all laboratory results and epidemio-
logic data.

a. Cases should be classified after the laboratory
and epidemiologic teams have reviewed all
laboratory and epidemiologic data.

b. The laboratory and epidemiologic teams from
each country should develop a country-specific
testing algorithm for case dlassification. The
laboratory components of the algorithm must
include additional testing measures to be used
to dlassify sporadic cases (isolated case with no
travel history or known epidemiologic links) to
rule out false positive or false negative IgM test
results. The algorithm should include:

— Protocol for confirming an IgM test result;

— Adequate sample for virus isolation from
as many suspected cases as possible; in ad-
dition, laboratories should obtain genetic
data from all outbreaks;

— Guidance for determining when to attempt
collection of a second serum specimen;

— Instructions for use of additional serologic
tests: rise in IgG titers and avidity testing;

— Guidance on whether to perform testing
for other etiologic agents at the national
laboratory or the RRL, considering available
capacity and resources.

¢. The laboratory should provide guidance to
field staff for adequate specimen collection,
storage, and transportation.

d. The laboratory testing algorithm must include
a provision for laboratories that do not per-
form virus isolation to forward clinical speci-
mens from confirmed cases to the designated
regional reference laboratory for virus isola-
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tion and genetic testing. Shipment should oc-
cur within 15 days after collecting the speci-
mens, confirming the cases, and obtaining all
necessary permits and permissions.

e. The laboratory testing algorithm must include
a provision for laboratories that perform virus
isolation, but do not perform sequencing, to
forward the original specimen and isolates for
genetic testing to the designated RRL within
15 days after confirming successful isolation
of measles and rubella and obtaining all nec-
essary permits and permissions.

f. Countries may develop a plan for using alter-

native samples (dried blood or oral fluid) for
expanding surveillance.

3. Data Reporting and Strain Bank Submission:
Timely reporting of sequencing data and viral
genotypes is critical. Developing regional data-
bases of infectious material will also help with
future containment programs.

a. Laboratories performing sequencing should
notify the PAHO LC as soon as possible after
obtaining the genotype information.

b. Laboratories should submit genotype infor-
mation to the SharePoint database at WHO
Headquarters and the PAHO LC within two
months of completing the sequence. Labora-
tories are strongly encouraged to submit the
viral sequence data to GenBank and the des-
ignated sequence databases.

c. Laboratories should forward representative
viral isolates to the WHO Strain Bank at the
CDC after consultation with the PAHO LC and
WHO Strain Bank.

4. Additional Recommendation: Genetic base-
line determination obtained using archival
serum samples and oral/nasopharyngeal and
tissue specimens should be used in countries
and/or subregions where baseline information
is lacking. m

HPV Vaccine Introduction in Panama

On 27 October 2008, the President and the Min-
ister of Health of Panama presided over a cere-
mony to celebrate the introduction of the human
papillomavirus (HPV) vaccine in the country’s
immunization schedule for girls aged 10 years.
This was a historic moment, as Panama became
the first country in Latin America to introduce
the HPV vaccine in routine vaccination activities.
A new chapter in the history of chronic disease
prevention is being written. Only a few years
ago, few could have imagined the possibility to
prevent cervical cancer with a vaccine.

A few HPV types are responsible for almost all
cases of cervical cancer, which is one of the main
causes of mortality in women of Latin America
and the Caribbean (LAC)." Each year, the
disease claims the life of an estimated 33,000
women in LAC countries (Figure 1). It is estimat-
ed that the number of deaths could double by
2030. Cervical cancer mostly strikes vulnerable
populations, such as poor or indigenous women.
Health authorities throughout LAC countries are
deeply concerned by the high disease burden,
the highest mortality rates of cervical cancer in
the world, and the economic impact the disease
will have on their countries. However, hope is
in sight thanks to the availability of vaccines that
prevent 70% of HPV infections.

It is expected that the HPV vaccine introduction

References:

1. EPI Newsletter. Current Development in HPV Vaccination.
Vol.27, No.2, April 2005.

2. Immunization Newsletter. Towards Comprehensive Cervi-
cal Cancer Prevention and Control: The Mexico City Decla-
ration. Vol.30, No. 4, August 2008.

in Panama will yield many lessons for other LAC
countries, that will in turn introduce the vaccine
in their schedules and provide their popula-
tions with increased opportunities for disease

prevention and health. To prevent and control
cervical cancer, PAHO recommends a compre-
hensive strategy that includes the programmatic
integration of immunization, cancer control and
prevention, adolescent health, and reproductive
health.? m

Figure 1. Cervical Cancer Age-standardized Incidence and Mortality Rates

per 100,000 population, the Americas, 2002

Haiti 87.3 N 5.1
Bolivia 55 I 0.4
Paraguay 53.2 I 2.1
Belize 52.4 I 2
Peru 482 I 226
Guyana 413 I 22
Nicaragua 4712 I 22
H Salvador 456 I 25
Ecuador 387 I 2
Colombia 36.4 I s
Venezuela 36 I 163
Jamaica 31.2 B 22
Dominican Republic 30.8 I 173
Guatemala 30.6 I 172
Honduras 30.6 72
Mexiso 295 I 12
Panama 282 I 129
Trinidad & Tobago 27.1 I 107
Suriname 27 I
Chile 258 B 109
Barbados 24.9 B 5
Brazil 234 B 102
Argentina 232 s Ded :
Gosta Rica s — 0 Age-specific Incidence Rate
Cuba 202 | EX W Age-specific Mortality Rate
Uruguay 188 | K
Bahamas 16.7 | 3
Puerto Rico 8.3 | PX]
Canada 17 H2s
USA 17 M3
Age-standardized Rate per 100,000
Source: Ferlay et al. GLOBOCAN 2002 Database. International Agency for Cancer Research (IARC).
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Prices for 2009

In 2009, the PAHO Revolving Fund (RF) is of-
fering a total of 46 vaccine presentations to
participating countries. This year, the RF added
pneumococcal 7-valent vaccine and liquid rota-
virus vaccine (3-dose schedule). Also, as per the
RF principle of promoting equity, new suppliers
who have received prequalification status from
the World Health Organization participated in
the bid solicitation.

Table 1 shows 2009 prices for vaccines offered
through the RF. Compared to 2008, the average
price of 24 vaccine presentations has decreased:
BCG multidose (-4.0%); DTP multidose (-4.2%);
Td adult multidose (-6.4%); DT pediatric multi-
dose (-8.1%); pentavalent (DTP-Hepatitis B-Hib)
liquid single dose (-10.1%) and lyophilized sin-
gle dose (-8.2%); Tdap triple acellular adoles-
cent/adult single dose (-21.3%); pneumococcal
23-valent adult (-19.1%); hepatitis A pediatric
single dose (-2.0%); pneumococcal 7-valent
pediatric (-17.5%); Hib lyophilized single dose
(-3.0%); hepatitis B recombinant adult single
dose (-2.5%) and multidose (-15.0%); measles
and rubella multidose (-2.3%); rabies human
use Indian origin single dose (-4.4%); influenza
Southern Hemisphere adult prefilled syringe
(-7.5%), adult multidose (-10.2%), pediatric mul-
tidose (-5.9%), and pediatric prefilled syringe
(-10.5%); yellow fever 10-dose (-19.4%); and in-
fluenza Northern Hemisphere pediatric prefilled
syringe (-22.9%), pediatric multidose (-20.0%),
adult single dose (-32.5%), and adult multidose
(-19.7%).

Price reductions were facilitated by new sup-
ply sourcing and efficient working relationships
between Member States, PAHO, and suppliers
to manage changes in demand forecasting and
production process during 2008.

Price increases, however, also occurred in 2009
for 6 vaccine presentations: hepatitis B recombi-
nant pediatric single dose (+6.4%), MMR multi-
dose Zagreb strain (+2.2%), polio plastic 20-dose
vial (+6.7%), rabies human French origin multi-
dose (+6.7%), varicella single dose (+7.6%), and
polio inactivated single dose (+20.6%).

Table 2 shows 2009 prices for syringes offered
through the RF. m

PAN AMERICAN HEALTH ORGANIZATION

Table 1. Prices for Vaccines Purchased Through the PAHO Revolving Fund, 2009

(Prices shown in U.S. Dollars)

Vaccine Doses per Vial  Average Cost
BCG 10 $0.10540
DT Pediatric 10 $0.08500
DTP 10 $0.15800
i . Lyophilized 1 $3.60000
DTP-Hepatitis B-Hib Liquid ] $3.55080
. 1 $3.50000
DTP-Hib it 10 $3.45000
Liquid 10 $2.90000
Hepatitis A Pediatric
(with syringe and/or pre-filled syringe) ] 3739630
1 $0.39990
Hepatitis B Recombinant Al 10 $0.23000
Pediatric 1 $0.26790
Hib Lyophilized 1 $3.45000
Liquid 1 $3.20000
Adult
Influenza (with prefilled syringe) ! ST
Henz Adult 10 $2.65000
Sl Pediatric
Hemisphere (with prefilled syringe) 1 $3.00000
Pediatric 10/20 $1.40000
Influenza Adult ! $2.7000
10 $2.5700
Northern
Hemisphere Pediatric ] 52.7000
10/20 $1.2800
1 $1.35000
Measles/Rubella 10 5051000
. 1 $1.55000
Measles/Mumps (Zagreb Strain)/Rubella 10 $0.92000
. 1 $2.65000
Measles/Mumps (Urabe Strain)/Rubella 10 $1.55000
Measles/Mumps (Jeryl Lynn Strain)/Rubella 1 $5.75000
Meningococcal Conjugate C 1 $14.00000
1 $7.00000
Pneumococcal 23-valent Adult 5 $7.00000
Pneumococcal 7-valent Pediatric
(with syringe and needle) ! LY
. 10 $0.17000
Polio (Glass) 20 $0.16000
. . 10 $0.17000
Polio (Plastic) 2 $0.16000
Polio Inactivated (with syringe) 1 $4.10000
Rabies Human Use/Inactivated French Origin 5 $12.0000
Purified Cell Culture Indian Origin 1 $11.0000
. 10 Vials/Pack Lyophilized 1 $7.9000
Rotavirus Liquid 1 $5.5000
Td Adult 10 $0.07720
Tdap Triple Acellular Adolescent/Adult 1 $9.4500
Varicella 1 $9.36500
5 $0.69000
Yellow Fever 10 $0.68520
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Table 2. Prices for Syringes Purchased Through the PAHO Revolving Fund, 2009

Auto-disable Syringes, Plastic with Attached Needle

(Prices shown in U.S. Dollars)

Disposable Syringes, Plastic with Attached Needle

. Packed . . Packed .
Size Unit Cost * Size Unit Cost *
per Case per Case
3000 $0.052 1cc22Gx 1-1/2" 3600 $0.0405
o 3600 0.0395
0.5cc23G x 1 2400 $0.054 1cc 23G x 1" $
3000 $0.052 1cc 25G x 5/8" 3600 $0.0385
0.5cc 25G x 5/8" 1300 50'054 1 266 x 38" 3600 $0.045
- 800 $0.0575
0.5c¢ 26G X 3/8" 3000 sz 1cc 27G x 3/8" 3600 $0.049
1300 $0.054 5cc22C x 11/2" 1000 $0.034
cc22Gx 1-
0.1cc 27G x 3/8" 1300 $0.068 / 1600 $0.0595

* Prices FCA for each syringe.

* Prices FCA for each syringe.

INJECTION from page 1

The most commonly used practice for final
waste disposal in Latin American and Caribbean
countries is “on-site” burial, whether in a pro-
tected burial pit or in a concrete pit. Concrete
pits are often preferred in small communities.

An important distinction must be established re-
garding the technical difference between inciner-
ating and burning. Incineration is a process that
transforms something into ashes, and results
from achieving temperatures above 1200°C. At
lower temperatures, waste is only burnt, with
the risk of producing toxic substances such as
furans and dioxins. During the workshops, coun-
tries were advised to analyze the cost of the dif-
ferent options and choose the most appropriate
technologies for their needs.

Photo 1. Pneumococcal vaccine syringe.

In the particular case of the pneumococcal vac-
cine syringe (made of plastic, glass, paper, and
rubber, see Photo 1), current disposal options
include incineration, burial in protected pits, en-
capsulation, autoclaving, and shredding.

During the discussion, it was noted that it is es-
sential to consider vials containing biological
residue, such as vaccine vials, as dangerous ma-
terials to be disposed. Glass vial recycling is only
appropriate when vials are inactivated through
high-temperature sterilization.

Injection Safety

WHO defines an injection as safe when it does
not harm the recipient, the health worker, or the
community. While 90% of injections adminis-
tered in the world are for therapeutic purposes,
only 5% to 10% are given for preventive servic-
es, including immunization.

Two speakers presented the epidemiology of
needlestick accidents and occupational exposure
to blood-borne pathogens, and the efficacy of
measures to prevent such accidents. Regarding
the occupational exposure of health workers to
blood-borne pathogens, unsafe injections are
responsible for 39% of the new hepatitis B virus

(HBV) infections, 37% of hepatitis C virus (HCV)
infections, and 4.4% of HIV infections. The risk
of infection following a percutaneous injury in a
health care worker is 6-30 per 100 people for
HBV, 3-10 per 100 people for HCV, and 1 per
300 people for HIV.

Preventative measures for needlestick injuries
include the following: (1) risk elimination (nee-
dle-free IV systems, elimination of sharps, and
elimination of unnecessary injections); (2) en-
gineering solutions (retractable needles, needle
removal, and special containers for sharp ma-
terial disposal); (3) administrative controls and
good work practices; and (4) personal protection
equipment. A reduction in needlestick injuries
will be achieved by reducing procedures requir-
ing sharps, providing education, using safer de-
vices and conveniently located rigid containers,
using standard precautions, and promoting a
positive work environment.

Raising Awareness Regarding
the Risk of Unsafe Injection Practices

It has been established that the most hazardous maneuver during injection activities is the recap-
ping of needles after use, and that up to two-thirds of accidents due to inadequate syringe use could
be prevented if used needles were not recapped.

A testimonial video was shown at the workshop that featured two persons who were victims of oc-
cupational needlestick accidents while using syringes. These persons recount their experience, stat-
ing their errors while using unsafe practices, and describing the events following the accident. The
video ends by stressing that 60-80% of needlestick injuries are not reported. The strong emotional
content was useful to motivate and mobilize the audience.
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Finally, the importance of reporting needlestick
accidents was highlighted because timely report-
ing ensures proper treatment and follow-up,
guarantees a financial compensation where ap-
propriate, and stimulates procedure changes or
engineering modifications. There are barriers
to reporting needlestick injuries, such as lack of
proper training on reporting procedures, fear to
be punished or fired, lack of awareness regard-
ing the risk of HIV, HBV, or HCV infections, lack
of guaranteed confidentiality, and in some cases
a lack of post-exposure treatment or prophylaxis.

The technical aspects of medical devices were
discussed in depth, in particular their cost impli-
cations for the health sector. The importance for
countries to consider regulatory mechanisms to
ensure the efficacy, safety, and quality of medi-
cal devices was also emphasized. Aspects to be
regulated should include market introduction,
post-marketing surveillance, quality assurance
systems, including GMP, and manufacturing and
distribution monitoring. In addition, regulatory
requirements should be harmonized. Other es-
sential aspects include regulation regarding used
and donated devices, and the practice of reusing
medical devices designed for single use (to be
disposed and not reused), which is common and
represents a risk to the patients.

Finally, the work of the Global Harmonization
Task Force for medical devices (GHIF; for more
information see at www.ghtf.org) was presented.
The Task Force provides guidelines and stan-
dards for medical devices. Medical devices are
classified according to their risk and the place
where they will be used. Workshop participants
expressed concern regarding the high prices of
these technologies.

Country participants made a commitment to
apply the acquired knowledge in their country
and to share the information received with their
national EPI.

PAHO's Next Steps

* Follow-up on the recommendations of the
workshops to evaluate results and injection
safety practices.

« Strengthen the exchange of experiences and
lessons learned between countries regarding
good practices on injection safety and mecha-
nisms for final disposal of sharp waste.

* Continue the training workshops on safe in-
jections.

* Expand the use of AD syringes in the Ameri-
cas.

PAN AMERICAN HEALTH ORGANIZATION

Medical device means any instrument, apparatus, implement, machine, appliance, implant, in vitro
reagent or calibrator, software, material or other similar or related article:

a) intended by the manufacturer to be used, alone or in combination, for human beings for one or
more of the specific purpose(s) of:

— diagnosis, prevention, monitoring, treatment or alleviation of disease;

— diagnosis, monitoring, treatment, alleviation of or compensation for an injury;

— investigation, replacement, modification, or support of the anatomy or of a physiological pro-
cess;

— supporting or sustaining life;

— control of conception;

— disinfection of medical devices;

— providing information for medical or diagnostic purposes by means of in vitro examination of
specimens derived from the human body.

b) which does not achieve its primary intended action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its intended function by such
means.

Source: The Global Harmonization Task Force. Information Document Concerning the Definition of the Term “Medical
Device”. GHTF/SG1/N29R16:2005.

Injection Safety: Main Comments
from the Presenters

« Skin preparation, use of soapy water prior to vaccine administration, and practices regarding the
use of gloves and masks during injections:

— If the skin is not visually dirty, clean water is sufficient.
— If the skin does not seem clean, soapy water can be used.
— When administering injections, gloves and masks are not needed.

— Gloves are needed when doing a phlebotomy or setting up an IV due to the risk of blood
exposure.
— WHO is developing guidelines describing the use of gloves and masks, and addressing the is-
sue of skin preparation.
 What are we referring to when we talk about unnecessary injections?

— An unnecessary injection includes giving an injection when the same medication can be admin-
istered orally. It occurs because some patients feel that they are not properly treated if no injec-
tion is prescribed. WHO has used focal groups of patients and doctors in Pakistan to advocate
against this practice, resulting in a 33% reduction of unnecessary injections.

« Can any type of injection be administered using needle-free injectors?

— Needle-free injectors can be calibrated to different skin depths and allow even intramuscular
injections. WHO is currently evaluating their use.

« Strengthen the use of the incident reporting
system for syringes at country level. m

References:
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trol and Safety of Syringes. Vol.XXX, Num.3 (June 2008).
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Photo 2. Proper final
disposal of used syringes
and needles in safety

boxes.
Ny f B
Qoo e e et o e i B
Photo 3. Sealed
safety boxes
waiting for
transport.
K"I"’J::!'e':::g' ':g:f::’es Checklist of Resources for an Emergency
I y Vaccine Retrieval and Storage Plan
* Use asterile AD or disposable syringe and needle to vaccinate each

person.
* Use a disposable syringe and needle to reconstitute each vaccine.
* Prevent contamination of injection equipment and vaccine.

* Prepare each injection in a designated, clean area where blood or
body fluid contamination is unlikely.

* Always pierce the septum of multi-dose vials with a sterile needle.

* Do not leave a needle in the stopper.

* Protect fingers with small gauze pad when opening ampoules.

« Discard a needle that has touched any non-sterile surface (hands,
environmental surfaces).

* Anticipate and take measures to prevent sudden patient move-
ment during and after injections.

* Prevent needlestick injuries by not recapping needles, and placing
used needles attached to the syringes directly into safety boxes
located in a convenient location (Photo 2).

« Ensure that safety boxes are only 34 full and that they are sealed af-
ter reaching that level. Never overfill a safety box and never trans-
fer contents of safety boxes to other containers.

« Seal safety boxes for transport to a secure area. Do not open, emp-
ty, or reuse them (Photo 3).

+ Manage injection waste in an efficient and environment-friendly
way.

* Prevent accidents to personnel in charge of waste disposal.

* Do not place empty vials in the safety box, they may explode while
burning.

« Put only potentially contaminated injection equipment in the safety
boxes. Do not put empty vaccine vials, cotton pads, compresses,
etc. in the safety boxes.

Adapted from World Health Organization. “First, do no harm” Introducing auto-
disable syringes and ensuring injection safety in immunization systems of developing
countries. WHO/V&B/02.26.

* Designated primary and backup vaccine coordinators with emer-
gency contact information.

 Emergency staff contact list in order of contact preference.

* Vaccine storage unit specifications (type, brand, model number,
serial number).

« Alternate vaccine storage facility or facilities.

« Written protocols, vehicles, and drivers for transporting vaccine to
and from the alternate vaccine storage facility.

« Written instructions for entering your facility and vaccine storage
spaces in an emergency if the building is closed or if it is after
hours. These instructions should include the building security/
after-hours access procedure, a floor diagram and the locations
of the following:

— Doors

— Flashlights

— Spare batteries

— Light switches

— Keys

— Locks

— Alarms (including instructions for use)
— Circuit breakers

— Packing materials

« Appropriate packing materials to safely transport or temporarily
store vaccine.

* Prioritized vaccine packing list.

« Written protocol for vaccine packing.

« Written protocol for appropriately storing vaccine at the alternate
storage facility.

* Up-to-date list of manufacturer quality control office telephone
numbers.

Source: Centers for Disease Control and Prevention, National Center for Immuniza-
tion and Respiratory Diseases. Emergency Vaccine Retrieval and Storage Plan. Avail-
able at: http://www2a.cdc.gov/vaccines/ed/shtoolkit/pages/SH_plans.htm#Emergenc
YyRetrievalandStoragePlan.
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A New Face for Rubella Waich

Thanks to Rubella Watch, readers of the Region
of the Americas have been witnesses to the im-
pressive progress achieved towards eliminating
rubella and congenital rubella syndrome (CRS).
Today, the Region is on the cusp of reaching the
goal of elimination, while it still faces multiple
challenges to protect the achievements of coun-

tries and maintain measles elimination. ' M eas / eS, R u b e / / a & CR S

In this context, Rubella Watch puts on a new

face, with a clearer and more streamlined de-
sign that reflects the permanent watch countries
of the Region and the world have led over mea-

sles and rubella. Rubella Watch will continue to
publish reports on the efforts all countries of the
Americas are making to quickly respond to con-
stant importations. It will also report on the on-
going implementation of strategies to maintain
the elimination of both the rubella and measles
virus. m
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The Immunization Newsletter is published every two months, in English, Spanish, and French by the
Immunization Unit of the Pan American Health Organization (PAHO), Regional Office for the Americas of the
World Health Organization (WHO). The purpose of the Immunization Newsletter is to facilitate the exchange
of ideas and information concerning immunization programs in the Region, in order to promote greater
knowledge of the problems faced and possible solutions to those problems.

References to commercial products and the publication of signed articles in this Newsletter do not constitute
endorsement by PAHO/WHO, nor do they necessarily represent the policy of the Organization.
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