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Purpose: Understanding the integration of pharmacovigilance activities in the healthcare system and identifying existing hindering
factors systematically through the eyes of stakeholders has paramount importance to realize a successful integration. Thus, this study
aimed to assess the perspectives of the stakeholders of the Eritrean Pharmacovigilance Center (EPC) on the integration of pharma-
covigilance activities into the Eritrean healthcare system.

Methods: An exploratory qualitative assessment of the integration of pharmacovigilance activities into the healthcare system was
conducted. Key informant interviews were conducted among the major stakeholders of the EPC via face-to-face and telephone
interviews. Data were collected between October 2020 and February 2021, and analyzed through thematic framework analysis.
Results: A total of 11 interviews were completed. The integration of the EPC in the healthcare system was rated as good and
encouraging except in the National Blood Bank, and Health Promotion. The relationship between the EPC and Public health programs
was described as mutual with an eminent impact. Several facilitating factors for integration were identified namely: the unique work
culture of the EPC; provision of basic and advanced training; motivating and recognizing healthcare professionals in vigilance
activities; and the financial and technical support provided to the EPC from national and international stakeholders. On the other hand,
the absence of concrete communication systems, inconsistencies in training and communication, the absence of data-sharing
mechanisms and policies, and the absence of designated pharmacovigilance focal persons were identified as barriers to successful
integration.

Conclusion: Integration of the EPC in the healthcare system was found to be commendable except in some areas of the healthcare
system. Therefore, the EPC should work towards identifying further areas of integration, mitigate the identified limitations and at the
same time sustain the integration already initiated.
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Introduction
Pharmacovigilance is a dynamic scientific and clinical discipline that aims to improve patient care concerning the use of
medicines and promotes overall public health.! A pharmacovigilance system liaises with different sectors of the
healthcare system, through its fitting complementary functions, in the attainment of a common public health goal -
ensuring patient safety and improving public health.” Taking the broad scope of pharmacovigilance into account, which
expands with the increasing range and potency of pharmaceutical and biological medicines, concerted and cooperative
work within the healthcare system becomes indispensable.®> Such collaborative work calls for efficient integration of
pharmacovigilance into the entire healthcare system.*’

Successful integration can create a platform for the healthcare system to resolve safety issues related to medicines,
reduce treatment and resistance failures, promote rational use of medicines, and warrant public confidence in the system.®
As a result of this, the formation of partnerships among pharmacovigilance centers and major stakeholders, namely

Public Health Programs (PHPs), United Nations (UN) agencies and development programs, academia, and health
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facilities is necessary to gain from the corresponding expertise and financial opportunities to achieve their targeted
outcomes.”'® Moreover, pharmacovigilance centers should also form collaborations with healthcare consumers, patient
representatives, and pharmaceutical industries to promote safe use and reduce the risks of medical products.''"'> The
integration of pharmacovigilance systems in Low- and Middle- income countries (LMICs), however, has been challen-
ging despite efforts made to harmonize pharmacovigilance rules and regulations across regions.”'?

In Eritrea, the national pharmacovigilance system is operated under the auspices of the Eritrean Pharmacovigilance
Center (EPC). The EPC is involved in activities related to spontaneous reporting of adverse events/ reactions to all
medicines, vaccines, biological products, herbal medicines and traditional remedies, and medical devices. It is also
responsible for maintaining a single national database for adverse reactions and submission of adverse reaction reports to
the WHO global Individual Case Safety Reports (ICSR) database, Vigibase.'* The center has shown rapid growth since
its revitalization in 2012, with its focus now centered on the evaluation and research of ICSRs rather than the mere
collection of ICSRs.'>'® The success of the EPC has been demonstrated in terms of the number of Adverse Drug
Reactions (ADRs) reports, completeness of the reports, number of safety signals generated, recall of substandard and
falsified medicines, and the vast diffusion of the system in the Eritrean health facilities.'>'”"'® The accomplishments
attained by the EPC so far can be attributed to the concerted efforts of the major parties involved. These parties include
health professionals, zonal pharmacovigilance focal persons, volunteer medical officers, and ultimately the dedicated
pharmacovigilance staff.'®

The mandate of the EPC to monitor the safety of medical products creates a platform for a synergistic relationship
with all stakeholders who share the goal of improving patient safety. Creating a collaborative partnership and full
integration in the healthcare system, with clearly defined mutual activities, thus, could bring an imminent growth and
sustainability for the EPC.'’ The EPC has made tremendous efforts to integrate pharmacovigilance activities into several
sectors of the healthcare system.'> Although a nationwide survey conducted in 2017 revealed that the pharmacovigilance
system is well-diffused in the Eritrean healthcare system,'” it can be taken forwards without limits. Several challenges
may also exist to hinder a successful integration. Understanding the integration of the pharmacovigilance activities into
the healthcare system and identifying the existing hindering factors systematically through the eyes of the stakeholders
has paramount importance to sustain the success so far achieved and strive for greater realization of effective integration.
This study, therefore, was conceived to qualitatively assess the perspective of the stakeholders on the integration of
pharmacovigilance activities into the Eritrean healthcare system.

Methods
Study Design and Setting

An exploratory qualitative study using semi-structured face-to-face and telephone interviews was conducted between
October 2020 and February 2021. The face-to-face interviews took place at the participants’ workplaces. During the data

collection process, no one else was present besides the participants and the researchers.

Study Population

All stakeholders identified by the EPC such as the PHPs, medical services department, academia, UN agencies, non-
governmental organizations, zonal medical offices, health facilities, market authorization holders, healthcare professional
associations, the general public, and media were the source population of the study. To understand the level of integration
of the pharmacovigilance activities, key informants from the stakeholders who have already established networks with
the EPC namely the Expanded Program on Immunization (EPI), National Malaria Control Program, Human
Immunodeficiency Virus (HIV) and Sexually Transmitted Infections (STI) Control program, and National Tuberculosis
and Leprosy Control Program and Neglected Tropical Diseases (NTD) control programs, zonal medical offices, health
promotion, and the World Health Organization (WHO) were included in the study.
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Sampling Design and Sample Size

The study participants were selected using a purposive sampling technique. The sampling framework was designed to
ensure the representation of the major stakeholders identified by the EPC. The sample size of the study was determined
by the principle of data saturation, where the emergence of new themes and codes plateaus despite interviewing more
participants. In this study, data saturation was met after conducting 11 in-depth interviews.

Interview Procedure
The authors developed an interview guide designed to address key elements of the substantive research topic as provided
in Supplementary Data 1. The interview guide was developed based on discussions within the research team. There was

flexibility in the use of the guide as the order of the questions and wording could be changed while taking account of
individuals’ responses, and prompts were used where the responses were limited.

The participants were contacted to schedule an interview at their convenience. Prior to the involvement of the study
participants, formal written invitation letters were sent to the participants. The participants voluntarily responded to the
invitation; gave recorded verbal informed consent for the participation and audio recording of the interviews.

The authors (NAA, ST, and MT), who are experienced in qualitative research, conducted the face-to-face and
telephone interviews all together. At the beginning of the interview, the aim and objective of the study were explained
to each participant.

Eight face-to-face interviews were conducted and lasted for an average of 24 minutes ranging from 16 to 33 minutes.
In addition, 2 telephone interviews were conducted with the zonal medical officers due to the inaccessibility of their
working areas. The telephone interviews lasted an average of 32 minutes.

The participants were interviewed in a language of their preference; either in Tigrigna (local language) or in English.
The interviews were audio-recorded and field notes were taken. No repeat interviews were carried out.

Data Analysis

Thematic framework analysis was used to analyze the data. A seven-step procedure for applying thematic framework
analysis was followed.”® The procedure for analysis included the following steps in consecutive order: transcription;
familiarization with the interview; coding; developing a working analytical framework; applying the analytical frame-
work; charting data into the framework matrix and interpreting the data.

Initially, all the interviews were transcribed verbatim by all the authors. Interviews undertaken in the local language
(Tigrigna) were translated individually by all the authors for comparison. The authors crosschecked each other’s
transcripts for any inconsistencies by re-listening to the audio records until an agreement was reached.

During the process of familiarization, all transcripts were read independently by all authors. After a thorough reading
of the transcripts, all the researchers (NAA, MT, and ST) applied codes that described their initial impression of the
interview transcripts using inductive coding. Coding was done manually and no qualitative data analysis software was
used to manage the data. The initially identified codes were matched up with the data extracts that demonstrated the
particular code. After all the data have been initially coded and collated, all the researchers met and discussed the
emergent codes and refined the initial codes to develop the analytical framework using Excel. In cases where there were
inconsistencies in the codes, they were resolved upon the consensus of the authors. Data identified by the same code were
compiled together and labeled to create subthemes; and finally, the subthemes were aggregated to form themes. The
potential subthemes and themes were then reviewed, refined, and reorganized. Finally, all subthemes and themes were
defined and named. Quotations from the participants were used to illustrate the themes and subthemes generated in the
study.

All audio recordings, transcripts, coding reports, and notes were retained and well-documented. Each participant in
the study was sent their transcript and quotes for verification and approval.

The Consolidated Criteria for Reporting Qualitative Research (COREQ) checklist?' was used to ensure comprehen-
sive reporting as shown in Supplementary Data 2.
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Ethical Approval

The study was approved by the Health Research Ethics and Protocol Review Committee of the Ministry of Health,
Eritrea. Audiotaped verbal informed consent was taken from each participant as some of the interviews were conducted
via telephone and to lighten respondents’ insecurities that may come with written informed consent. Approval for verbal
informed consent was also obtained from the ethics committee. The name and other identifiers of the participants were
kept anonymous; the participants’ transcripts were assigned codes for identification and later quoting. All methods in this
study were performed in accordance with the requirements of the Declaration of Helsinki.

Results

A total of 11 participants were enrolled in the study until data saturation was reached. After the qualitative framework
analysis, 17 distinct sub-themes emerged and were aggregated to form 4 main themes namely, integration of pharma-
covigilance into the healthcare system, impact of the integration, facilitating factors, and limiting factors for the
integration (Figure 1).

Integration of Pharmacovigilance into the Healthcare System

Overall, the respondents rated the integration of pharmacovigilance in the Eritrean healthcare system as “good” and
“encouraging”. All of the participants claimed that the good relationship, collaborative work, and communication created
between the center and different stakeholders, since its establishment, are indicators of effective integration.

Most of the respondents claimed that the integration is satisfactory at the zonal level and has even gone down to the
lower-level health facilities. At the higher level, some respondents disclosed that pharmacovigilance is not diffused well
in some PHPs such as the health promotion division and the national blood bank. On the contrary, another respondent
noted that the integration is very good at the national level, but has not descended downward to the zonal level. The
respondent further explained,

The integration is very well. We are even told by foreign partners that the EPC is one of the best. Its relationship and
collaborative work with PHPs are indicators of this. From my point of view, even though the integration is good, particularly at
the national level, it has to descend downwards. [F]

Several respondents stated that the relationship established between their respective programs and EPC is mutual and that
the center is involved during the development of the programs’ strategic plans and introduction of new program
medicines. One respondent put it as:

Our relationship is mutual. We do communicate and exchange information and we have benefited a lot in the last 5 years from
the center. Had it not been for the EPC, we would have faced problems with drug safety profiles. [F]

el Limiting Factors
Facilitating Factors 1miting
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Figure | Summary of the themes and subthemes developed after framework analysis.
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Impact of the Integration

The second theme covers the influence of the center’s integration into the healthcare system. Most of the respondents
disclosed that the major impact brought by the EPC has been the identification, prevention, and/or minimization of drug-
related health risks. The respondents provided practical achievements in this regard including the detection of artesunate-
amodiaquine-related extrapyramidal side effects, withdrawal of substandard/falsified medications, Isoniazid Preventive
Therapy related hepatic injury, and introduction of allergy notification cards in hospitals. According to the respondents,
all these examples were believed to have resulted in reduced risks related to ADRs, associated morbidities and
mortalities, and ultimately improvements in the overall quality of patient care. One respondent explained the impact
of the EPC integration as:

Pharmacovigilance, as a department, has heightened the public confidence in the healthcare system, ensured a better livelihood
for people, and reduced the incidence of adverse effects of drugs through identification and withdrawal of substandard and
falsified medical products. It has also played an immense role in the development of national health guidelines. [C]

The respondents believed that the EPC has also enhanced the awareness level of physicians and has energized every
physician to be vigilant in his/her practice. They said that the physicians have developed the habit of close patient follow-
up and being on the watch for the incidence of any ADRs. One respondent added that the EPC has brought about changes

in prescribing practices, especially in the cases of pediatric dose calculations. This particular impact was reported as:

The pharmacovigilance center has increased the awareness of healthcare providers, especially the EPI focal persons. It has
sensitized them to work beyond just vaccinating children but also following them up, and educating mothers about adverse
events following immunization. The enhanced awareness has increased in the general public as well. [I]

In terms of quality, some respondents highlighted that the establishment of EPC has enhanced the quality of services and
products provided in the healthcare system. They claimed that the center has strengthened the overall activities of the
national regulatory agency, which had added quality to the services provided. The notable example mentioned was the
detection of false negative results with malaria rapid diagnostic tests. Another respondent stated that the presence of EPC
in the healthcare system has also financially benefited the country as management of ADRs consumes resources.

Facilitating Factors for Integration

The respondents stated that several facilitating factors have played essential roles in the integration process. The
characteristic/peculiar work culture of the EPC was mentioned as one facilitating factor for the success of the center
in integrating its role in the healthcare system. The dedication, motivation, efficiency, and competency of the staff, the
good organization, and the participatory environment created within the center were among the most mentioned
organizational characteristics. A respondent commented on this as follows:

The department is exemplary, and I have a good impression on the department. It has good management, work division, and
skilled people. I like the positive and participatory environment which opens doors to enhance the skill and experience of every
employee. [A]

Support from the stakeholders was also vital for the integration as per the respondents. They mentioned financial support
from stakeholders such as the Global fund, Global Alliance for Vaccines and Immunization (GAVI), and the WHO;
support from PHPs in conducting training and workshops, and development of reporting tools and guidelines; availability
of international linkages such as with the Uppsala Monitoring Center (UMC) as enabling factors for the integration.
On the other direction, some respondents claimed that the support offered by the EPC to the stakeholders was another
facilitating factor for integration. They said that continuous training provided to enhance the awareness level of
healthcare professionals and the close follow-up and supervision of activities have played an important role in integra-
tion. The quality of training offered by the center, and the presence of trained focal persons at sub-national levels were
also other ingredients for the successful implementation and integration of the system in health facilities. As a unique
character, the respondents explained that the center’s unceasing support, through motivating healthcare professionals to
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report ADRs and recognizing their contribution by various means, has accelerated and sustained the integration at health
facilities. A respondent clarified this as follows:

The pharmacovigilance center recognizes and motivates healthcare workers, even those in remote health facilities, by sending
certificates of recognition/acknowledgment letters and others. They also document and share findings. [H]

Some respondents disclosed that the enabling environment in the regulatory authority, under which the EPC operates,
was a key factor for its performance. The structure of the regulatory authority, as it directly reports to the Minister, and
the organization within the unit are essential facilitators as per the respondents. One respondent explained the role of the
director of the Eritrean medicines regulatory authority, the National Medicines and Food Administration (NMFA) as:

The director of the NMFA has created an enabling environment for the pharmacovigilance center including encouraging and
giving the staff opportunities for capacity building and training across the country, and as such much progress has been
witnessed. [J]

Limiting Factors for Integration

Even though the integration is boosting, the participants stated that there exist some factors that limit the successful
integration. The respondents reflected the inconsistency of the communication between the EPC and the PHPs as a major
limitation. They stated that there are no regular meetings and continuous supervisions/follow-ups, and currently the
meetings only take place with occurring issues/events. One respondent put the limitation as:

The drawback that exists in the way the center is communicating and discussing the reports is a limiting factor. The programs
should not be notified at the end but rather be involved in the process of ADR investigations, particularly those related to
program medicines. Currently, there is no regular meeting and I recommend there should be one, at least biannually. [A]

Some respondents claimed that the absence of a concrete communication system and known platforms to keep abreast of
the progress has resulted in inadequate communication. They added that the EPC has generated a lot of information and
knowledge, yet there has been no established platform to inform the PHPs in a timely manner. They also mentioned that
there are no monthly updates regarding the safety of medicines with the publication time of the medicine information
bulletin - A bulletin prepared by the NMFA in collaboration with the Pharmacy Service Division of the Department of
Public Health to disseminate medicine-related information - being too irregular.

Moreover, the lack of transparency and sharing of ADR reports with the programs was also mentioned as a barrier to
integration. One respondent presented the drawback regarding data accessibility as:

Another expectation we had is regarding the data accessibility. The reports come from health facilities all over Eritrea, and the
center acts as an ADR data bank but how do you access the data is the question. There is a need for a clearly stated data access/

share policy and strategies to protect sensitive data. [F]

The majority of the respondents disclosed the lack of periodic training, to raise the awareness of healthcare profes-
sionals, is a drawback of the EPC. They further explained that the lack of continuous training has resulted in reduced
quality of reporting; and as such recommended continuous training to new recruits, owing to the high staff turnover the
healthcare system is facing. There is also a need for regular sensitization of the frontline healthcare workers and
community health agents to make them understand the importance of regular reporting of ADRs. One participant

summarized as follows:

The pharmacovigilance center used to train health professionals before they got deployed, and this gave us continuity in our
practice. As there is high staff turnover, it is necessary to maintain continuity. If a new recruit is going to get to the same
knowledge level as the experienced ones, he/she needs training right-off college or the time they get assigned to their

workplaces. [E]

Limitations in healthcare services and personnel were also mentioned as barriers to effective integration. Some of the
respondents said that the PHPs are dormant in terms of being vigilant for ADRs. They also added that physicians are not
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fully motivated and not sending constant reports to the center. They supported their argument by stating that only a few
numbers of healthcare workers are constantly reporting ADRs. Pharmacists, who should oversee the availability of
reporting forms and problems in filling the forms, were also blamed for not being committed to taking responsibility for
this role. One participant explained the limitation of healthcare personnel as:

The physicians, including the specialists, are equipped with adequate knowledge, and they play the greatest role in providing care
for critical patients and follow-up of in-patients for long durations. Despite practicing in hospitals with good laboratory provisions
and having in-depth knowledge, they are not motivated to report the ADRs they encounter throughout their practice. [H]

Several respondents commented that the absence of a focal person across different levels of the healthcare system to
work closely with the EPC was a limiting factor of the integration. One respondent further highlighted the need for
establishing zonal pharmacovigilance centers, having at least one dedicated focal person with the same knowledge and
level of exposure as that of the EPC, to facilitate the programs.

The budget constraint was also mentioned as a limiting factor for the integration of the pharmacovigilance system by
some respondents. They said that the unavailability of a budget to conduct supervision and consistent training was
limiting the center to realize greater success.

Discussion

In this study, the critical standpoints of the EPC stakeholders concerning the integration of pharmacovigilance in the
Eritrean healthcare system have been aggregated into 4 main themes and 17 subthemes. These themes produced a vivid
picture of the level of integration of EPC along with its impact, and the facilitating and limiting factors of the integration,
through the eyes of the EPC stakeholders.

According to the findings of this study, the EPC has shown promising integration with the major PHPs, especially
with EPI, the National Malaria Control Program, HIV and STI Control program, and the National TB and Leprosy
Control program. Although the importance of pharmacovigilance in improving patient care and public health is
undeniable, its integration into public healthcare remains a challenge in many countries.”'' A study conducted by
Ampadu et al reported that most national pharmacovigilance centers in African countries have been successful in
integrating with some but not all PHPs.’ In this respect, the EPC has been determined to integrate pharmacovigilance
systems into the PHPs over the last few years.'> The integration of pharmacovigilance activities such as reporting of
AEFI and effective communication to tackle immunization-related safety issues with EPIL, in particular, has been
commendable as it was built upon the already standing EPI system which involved the utilization of the existing EPI
focal persons at all levels of the healthcare system and sustainable financial support through funds. This signifies that
pharmacovigilance activities in PHPs can function optimally if they operate in an existing strong infrastructure of the
health programs.”** The successful integration of the EPC with EPI should be emulated in other health programs,
especially with the National Blood Bank, Health Promotion, Non-Communicable Disease Control, Academia; pharma-
ceutical industries, healthcare consumers, and patient representatives as integration does not exist at present. These
findings were similar to those reported by Ampadu et al’ and Adenuga Bafanso et al."!

Moreover, the relationship between the EPC and major PHPs has been described as mutual, a relationship that has
resulted in the attainment of great accomplishments that boosted both the EPC and the involved PHPs. Such an

23726 including but not limited to findings of

association has resulted in the identification of significant safety signals,
false positive results using Malaria Rapid Diagnostic Test (RDT) due to genetic mutation®* and extrapyramidal adverse
effects related to Artesunate/ Amodiaquine therapy.24 Moreover, in collaboration with the EPI, the EPC has been able to
document around 1000 AEFIs and 3600 AEFIs during the Measles and Rubella, and Meningococcal-A Vaccine
vaccination campaigns respectively.'> Similarly, in collaboration with the Neglected Tropical Diseases (NTD) control
program, the EPC has collected 2579 adverse events (as of September 28, 2019) related to mass administration of
Praziquantel, which accounted for 65% of all such reports in VigiBase.'” Such achievements, especially those attained
through the collaboration with Communicable Disease Control Division (CDCD), may have resulted due to the
reciprocal efforts of the EPC and the programs during the development of strategic plans and conduction of training.

Similarly, a study conducted by Garashi et al reported that collaboration between national centers and other stakeholders
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during policy development and that training provided by members of the national centers are facilitating factors for
a successful pharmacovigilance system implementation.?’

The findings of the study have also demonstrated that there are several limiting factors that could hinder an effective
integration; one of which is the inconsistent communication between the EPC and the major PHPs. In this study, it was
found that the communication system of the EPC has a weak point in terms of being fragile with no regular mechanism
of information exchange. Similarly, the absence of effective communication as a limiting factor for integration has been
reported in other Sub-Saharan African countries.®*® Effective operation of a pharmacovigilance center necessitates the
exchange of information with stakeholders* and coordination of such exchange through the identification of mechanisms
to communicate the information to link medicines safety with healthcare practices and health policies.” In this respect,
a regular platform involving annual conferences, regular biannual or quarterly meetings, and consistent publication of the
medicines bulletin should be established by the EPC to correct the existing inconsistent and ad hoc communications.
Such regular flow and exchange of information would place the center in a position to identify gaps and prepare health
programs for better drug monitoring and management of drug-related issues.'”

In line with the inconsistent communications, the participants have highlighted the absence of data-sharing mechan-
isms and policies to allow PHPs to gain access to gathered ADR reports for research and other purposes. All ADR and
AEFT reports, gathered from healthcare professionals all over the country through spontaneous reporting are, however,
held confidential and entered into an international database, the VigiBase by the EPC only.'* According to the UMC data
privacy policy, UMC only grants access to those services with a valid user agreement, and transfer of entered data to third
parties is generally prohibited.***' The EPC is the only center that has a valid user agreement to enter data into the
VigiBase; hence it solely takes the responsibility of entering ADR and AEFI reports to VigiBase.'* However, through the
establishment of regional pharmacovigilance centers, having their own data entry units, the partners could access the data
by signing a user contract agreement with the UMC.*® Hence, to promote transparency and allow PHPs and health
facilities first-hand access to pharmacovigilance data, the EPC should work towards creating regional pharmacovigilance
centers. Moreover, the PHPs and zonal medical offices can gain access to aggregated and analyzed reports from the EPC
in an event where safety signals have been identified (Eritrean Pharmacovigilance Center Archives, unpublished data,
2012-2020) or utilize VigiAccess.** Therefore, the EPC should work to systematically counteract the negative perception
of the PHPs regarding data use as this perception might hinder a successful integration.

With respect to training and pharmacovigilance sensitization, the findings of the study have indicated that the training
provided by the EPC is inconsistent and not targeted to the lower healthcare professionals. The EPC has developed
standardized basic and advanced training courses and manuals to train health professionals and equip them with pharma-
covigilance knowledge before they get deployed to their practice areas.'” This being said, continuous and refresher courses,
however, are not given to those healthcare professionals who have taken the basic courses as well; this can have a negative
impact on ADR vigilance, the number of ADR reports from healthcare professionals, and ultimately on patient safety.
Therefore, to address the training issues, the EPC should regularize the formal training and supportive supervision, and
incorporate pharmacovigilance courses into the curriculum of medical and health science colleges.'*%3?

The participants have also highlighted a decreased motivation of physicians in major hospitals to report ADRs as
a barrier to integration. This opinion, however, contradicts the findings of the study conducted by Araya et al, in 2017. In
that study, physicians were found to be the major reporters among other healthcare professionals, and almost 70.8% of
the physicians claimed to have reported ADRs to the EPC. The study further reported that 91% of the healthcare
professionals involved in the study believed that reporting ADRs does not negatively affect their professional practice.'’
To sustain healthcare professionals’ motivation in reporting ADRs, the EPC sends quick feedback to each reporter and
recognizes the best reporters with awards.'> Hence, to sustain the overall healthcare professionals’ motivation to remain
vigilant for ADRs and increase the number of ADR reports coming to the EPC, there should be regular follow-up and
supervision. This approach has also been shared as a successful strategy by the Democratic Republic of Congo’s
experience in implementing pharmacovigilance systems.’

The respondents have further highlighted the need for continual input from the EPC, through the designation of
pharmacovigilance focal persons and zonal pharmacovigilance centers, to fuel healthcare professionals and health
programs to remain active in performing vigilance activities. In support of this, a study conducted by Stegmann et al
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highlighted that having clinicians and pharmacists as pharmacovigilance focal points could be advantageous as they
could have a motivating influence on the healthcare system.”® Currently, the EPC relies on zonal pharmaceutical services
to carry out pharmacovigilance activities in terms of collecting and sending ADR reports, organization of training
activities, communication of findings, and other liaisons. Such reliance, however, cannot be sustained as there is high
staff turnover and poor follow-up of their performance. As such, there is a need to establish a decentralized system that
entails the presence of officially assigned focal persons with defined responsibilities, both in the national health programs
and the zonal health facilities.®* Hence, the EPC should work towards creating a pool of trained focal persons in
respective zones at all levels of the healthcare system. A system should also be established whereby the EPC could
follow up and supervise the focal representatives in a timely manner.

Overall, insights into the stakeholders’ perspectives have identified key gaps for targeted intervention to ensure
effective integration of the EPC in the healthcare system. Thus, the EPC in conjunction with the Ministry of Health has to
make concerted efforts to promote pharmacovigilance activities and advocate the incorporation of pharmacovigilance
training into the curricula of health science students.”®>® In addition, there is a need for a policy framework,
incorporating communication and decentralization strategies to ensure sustainable integration of the pharmacovigilance
system at the PHPs and health facilities.*

Finally, the main limitation of the study was that, even though an inductive analysis approach was followed, the
interview questions used might have shaped the generated themes.

Conclusions

This research has demonstrated that the integration of EPC in the healthcare system is satisfactory. The center needs to
work towards integrating with some stakeholders of the healthcare system, particularly the National Blood Bank,
Health Promotion Center, Non-communicable Disease Control Division, Academia, pharmaceutical companies, health-
care consumers, and patient representatives. To ensure effective integration of pharmacovigilance in the entire
healthcare system, the EPC should expand its systems to unreached PHPs for a more descended integration; regularize
training and communications and correct any existing misperceptions with regards to sharing pharmacovigilance data
with PHPs.
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