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ABSTRACT

Objectives: This study illustrates the Research policy of quality management in
pharmacy research practice as a new initiative project in Saudi Arabia. Methods: It is
a narrative review of pharmacy research’s quality management policy and procedures.
Litterateur researched specific quality management research policies and procedures
in pharmacy practice using various databases, including PubMed, Medline, and
Google Scholar. The time covered for the search is from the 1960s to October 2021.
The keyword used is in the English language and encompasses systemic reviews,
meta-analyses, narrative reviews, and guidelines or regulations. The search term
includes all hospital and community pharmacy-related services. Besides, the national
and international guidelines for conducting general research in hospital and pharmacy
practice. The committee of quality management policy of pharmacy research
formulated and consisted of numerous expert members, including clinical pharmacists,
drug information pharmacists, and clinical research specialists. A member drafted the
policy and procedures, which were then reviewed and corrected by another member.
The research specialist made the third revision. The topic emphasizes the quality
management of Pharmacy Research policy as the narrative review model. Results:
Pharmacy research policy quality management is a new topic in pharmaceutical
care services. It covered various topics, the steps involved in conducting quality
management, and indicator policies and procedures. Besides, quality management
pharmacy research can be implemented into various sections. That included patient
care, research skills, communication, Professionalism, cautious development. Each
part had a key performance indicator and related optimal level. Conclusion: The
quality management policy for pharmacy research is a new initiative within pharmacy
research. The quality management pharmacy policy assists the pharmacy research
performance and keeps up-to-date development with key performance indicators.
Therefore, all quality management models in pharmacy research policy are highly
suggested for the pharmacy research practice in Saudi Arabia

Keywords: Research, Policy, Pharmacy, Quality management, Key performance
indicator, Saudi Arabia.
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Over the years, the Saudi center of healthcare
organization’s accreditation has established
a quality management system for pharmacy
practice.!!. The standards were straightforward
to implement; they lacked in-depth detail and
specific limitations. However, the updated
pharmacy standards were released in their
entirety in 2016.") The new guidelines are
comparable to those established by international
pharmacy organizations such as the American
Society of Health-System Pharmacists (ASHP).
Additionally, the new standards included some
requirements, such as if specific pharmacy
standards were not fully met, healthcare
organizations would fail. Pharmacy leaders
founded numerous quality —management
services on pharmacy practice programs.”*? The
pharmacy strategic plan and updated plan with
the new vision 2030 included quality management
indicators.**) The new initiative program for
research and development services necessitates
a comprehensive quality management system
with a premium on indicators.**! However, few
studies in pharmacy research®®! have discussed
the policies and procedures for research quality
management.'” The authors are unaware

of any published research on total quality
management or quality indicators for pharmacy
practice research.'"!l This study aims to establish
comprehensive  quality management and
indicator policies and procedures for pharmacy
research.

MATERIALS AND METHODS

Its a narrative review of pharmacy research’s
quality management policy and procedures.
Litterateur searched for specific topics related
to quality management research in pharmacy
practice. Various databases are used for literature
search. For an instant, PubMed, Medline,
Academic Microsoft, and Google Scholar. The
time frame for the search is from the 1960s until
October 2021. The terms used were in English
and included systemic review, Meta-analysis,
narrative review, and guidelines or regulations.
In a search term, all hospitals or community
pharmacies had. Various pharmaceutical care
services included inpatient pharmacy, outpatient
or ambulatory care pharmacy, extemporaneous
preparation,  repackaging units, satellite
pharmacy, pharmacy store, drug information
center, and clinical pharmacy services.
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Furthermore, the National and international
guidelines for general research in hospital and
pharmacy practice are used as a guide in writing
the current topic.!">?! The research guidelines
included of various organizations; the Saudi
Food and Drug Authority (SFDA),*'¥ the
European Medicine Agency,?* the American
Society of Health-System Pharmacist (ASHP),?!
and the World Health Organization (WHO),?!
and other literature.'"?¢?] Besides Equator
Network, a library of guidelines for health
research in observational studies. that’s
included (Standards for QUality Improvement
Reporting Excellence (SQUIRE), Guidelines
for Publication Revisions A Detailed
Consensus Process guided by writing policy
the and procedures.®® The pharmacy
research committee was formed and consisted
of numerous expert members. That includes
clinical ~ pharmacists, drug information
pharmacists, and clinical research specialists.
One member drafted the policy and procedures
guidelines, another member reviewed and
corrected them, and a research specialist revised
them for the third time. The topic covered
various areas, including investigational drug
research, the research and ethical committee,
data collection and organization, the quality
of pharmacy research services, pharmacy
research competency, and pharmacy research
education and training. The current reviews
emphasized quality management and indicator
policies and procedures for pharmacy research.
It was reported according to the internationally
adopted Appraisal of Guidelines, Research, and
Evaluation (AGREE) standard.?®

Search: pharmacy research policy[Title/
Abstract] Filters: Full text, Humans, English

((“pharmacie”[All Fields] OR “pharmacies”
[MeSH Terms] OR “pharmacies’[All Fields]
OR “pharmacy”’[MeSH Terms] OR “pharmacy”
[All Fields] OR “pharmacy s”[All Fields])
AND “research policy”[Title/Abstract]) AND
((ftt[Filter]) AND (humans[Filter]) AND
(english[Filter]))

Translations

pharmacy: «pharmacie»[All Fields] OR
«pharmacies»[MeSH Terms] OR «pharmacies»
[All Fields] OR «pharmacy»[MeSH Terms] OR
«pharmacy»[All Fields] OR «pharmacy»s»[All
Fields]

Search: pharmaceutical research policy[Title/
Abstract] Filters: Full text, Humans, English
((“biopharmaceutics’[MeSH  Terms]  OR
“biopharmaceutics”[ All Fields] OR “pharmaceutic”
[All Fields] OR “pharmaceutics”[All Fields] OR
“pharmaceutical preparations’[MeSH Terms]
OR (“pharmaceutical’[All  Fields] AND
“preparations’[All Fields]) OR “pharmaceutical
preparations”[All Fields] OR “pharmaceutical”
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[All Fields] OR “pharmaceuticals’[All Fields]
OR “pharmaceutical s’[All Fields] OR
“pharmaceutically”[All Fields]) AND “research
policy”[Title/Abstract]) AND  ((fft[Filter])
AND (humans[Filter]) AND (english[Filter]))

Translations

pharmaceutical: «biopharmaceutics»[MeSH
Terms] OR «biopharmaceutics»[All Fields] OR
«pharmaceutic»[All Fields] OR «pharmaceutics»
[All Fields] OR «pharmaceutical preparations»
[MeSH Terms] OR («pharmaceutical»[All
Fields] AND «preparations»[All  Fields])
OR  «pharmaceutical ~ preparations»[All
Fields] OR «pharmaceutical»[All Fields]
OR  «pharmaceuticals»[All ~ Fields] OR
«pharmaceuticabs»[All Fields] OR
«pharmaceutically»[All Fields]

Search: investigational drug policy[Title/
Abstract] Filters: Full text, Humans, English

(“investigational’[All  Fields] AND “drug
policy”[Title/Abstract]) AND  ((fft[Filter])
AND (humans[Filter]) AND (english[Filter]))

Search: clinical trial policy[Title/Abstract]
Filters: Full text, Humans, English

(“clinical trial policy”[Title/Abstract]) AND
((ftt[Filter]) AND (humans(Filter]) AND
(english[Filter]))

Search: research quality managament[Title/
Abstract] - Spellcheck off Filters: Full text,
Guideline, Meta- Analysis, Practice Guideline,
Review, Systematic Review, Humans, English

((“research  personnel”’[MeSH Terms] OR
(“research”[All Fields] AND “personnel”’[All
Fields]) OR  “research  personnel’[All
Fields] OR “researcher”’[All Fields] OR
“researchers”[All Fields] OR “research”’[MeSH
Terms] OR “research”[All Fields] OR “research
s”[All Fields] OR “researchable”’[ All Fields] OR
“researche”[All Fields] OR “researched”[All
Fields] OR “researcher s’[All Fields] OR
“researches”[All Fields] OR “researching”[All
Fields] OR “researchs’[All Fields]) AND
“quality managament”[Title/Abstract]) AND
((guideline[Filter] OR meta-analysis[Filter]
OR practiceguideline[Filter] OR review[Filter]
OR systematicreview[Filter]) AND (fft[Filter])
AND (humans[Filter]) AND (english[Filter]))

Translations

research: «research personnel»[MeSH
Terms] OR («research»[All Fields] AND
«personnel»[All  Fields]) OR  «research
personnel»[All Fields] OR «researcher»[All
Fields] OR «researchers»[All Fields] OR

«research»[MeSH Terms] OR «research»[All

Fields] OR «researchbs»[All Fields] OR
«researchable»[All Fields] OR «researchex»[All
Fields] OR «researched»[All Fields] OR

«researchers»[All Fields] OR «researches»[All

Fields] OR «researching»[All Fields] OR

«researchs»[All Fields]

Search:research quality indicator[ Title/Abstract]
Filters: Full text, Guideline, Meta-Analysis,
Practice Guideline, Review, Systematic Review,
in the last 10 years, Humans, English

((“research  personnel”’[MeSH Terms] OR
(“research”[All Fields] AND “personnel”’[All
Fields]) OR  “research  personnel”’[All
Fields] OR “researcher”’[All Fields] OR
“researchers”[All Fields] OR “research’[MeSH
Terms] OR  “research’[All Fields] OR
“research s”[All Fields] OR “researchable”[All
Fields] OR “researche”[All Fields] OR
“researched”[All  Fields] OR “researcher
s”[All Fields] OR “researches’[All Fields] OR
“researching”[All Fields] OR “researchs’[All

Fields]) AND “quality indicator”[Title/
Abstract]) AND  ((y_lO[Filter]) AND
(guideline[Filter] OR meta-analysis[Filter]

OR practiceguideline[Filter] OR review[Filter]
OR systematicreview[Filter]) AND (fft[Filter])
AND (humans[Filter]) AND (english[Filter]))

Translations

research: «research personnel»[MeSH Terms]
OR («research»[All Fields] AND «personnel»
[All Fields]) OR «research personnel»[ All Fields]
OR «researcher»[All Fields] OR «researchers»
[All Fields] OR «research»[MeSH Terms] OR
«research»[All Fields] OR «researchrs»[All
Fields] OR «researchable»[All Fields] OR
«researche»[All Fields] OR «researched»[All
Fields] OR «researchens»[All Fields] OR
«researches»[All Fields] OR «researching»[All
Fields] OR «researchs»[All Fields]

RESULTS AND DISCUSSION

The pharmacist must follow the policy
and procedures of quality management in
pharmacy research:®11l

1. The pharmacy should establish quality
control procedures for its research or
investigational drug pharmacy.

2. The pharmacy should follow the quality
standards for its research performance
and activities.

3. Pharmacy departments appoint or
designate researchers or investigational
drug pharmacists.

4. The researcher or investigational drug
pharmacist establishes the research or
investigational drug pharmacy’s strategic
plan for quality improvement.

5. The researcher or investigational drug
pharmacist established key performance
indicators for each aspect of care or
component of their research or
investigational drug pharmacy competency
as explored in Table 1.
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6. The pharmacist responsible for research
or investigational drugs establishes that
KPIs are quantified using percentages and
appropriate documentation is completed,
as illustrated in Table 1.

7. 'The schedule for the research or
investigational drug pharmacist and the
frequency with which KPIs are measured
is monthly or quarterly.

Documentation
Documentation
Documentation
Documentation
Zero
Documentation
Documentation
100%
100%
100%
100%
100%

8.  The pharmacist who designs the research
or investigational drugs, the KPI
datasheet, compared to previous reports.

9. The pharmacist responsible for research
or investigational drugs shall discuss the
report with the pharmacy administration.

10. The research or investigational drug
pharmacy unit analyzed and discussed
quarterly quality management reports
with pharmacy staff.

11. The research or investigational drug
pharmacist develops a road map plan
for the research or investigational drug
pharmacy’s quality improvement.

12. The research or investigational drug
pharmacist is responsible for monitoring
the roadmap for all pharmacy services
and making necessary changes and
improvements to the research or
investigational drug pharmacy.

comments on the original research / total number of

Number of research appropriate reviewed by ethical
pharmacy staff samples

Number of research appropriately exempted / total
committee/ total number of reviewed research

number of research exempted
The number of references managers for pharmacy

Number of research appropriate expedited/total
The updating of the research policy every two years
The Number of biostatistics software for pharmacy
staff / total number of pharmacy staff samples

staff / total number of pharmacy staff samples

The number of evidence medicine database / total
number of pharmacy staff samples

number of expedited research
comments on the original research social media/

total number of pharmacy staff samples
pharmacy staff / total number of pharmacy staff

The number of pharmacists that had Written the
The number of pharmacists that had Written the
Annual plan of research in pharmacy practice
samples

Number of available references/ total references
available units

The number of electronic survey access to the

Key performance indication

13. The pharmacist who works on research
or investigational drugs examines the
pharmacy’s previous and current status
and any changes. Adapt your practice
accordingly.

14. The research or investigational drug
pharmacist writes the final quality
improvement  report  based  on

Write the comments on the original research throat letter to the editor or

o]
e o
<
g =
= £ 7
3 B 5 =
% = 8 o o)
= s = = & =
) 1 k=) <
= £ g e 3 s g 2
2 < @ = =
@» & o S: s & >~ =] g
: s fgs  § § & 8
3 g S E D E E & 3
. 5 8 < . . R
@ E E E £ £ < % 2 g international standards or guidelines. The
=] 50 B o g s . . .
= — 20 g = 5 5 = = last information may include a summary
S S 5 g = & = & 5 S
) . . .
5 z o 558 = 2 Y g or detailed description of the problem,
< © = =] .
= o = a8 & & & § o problem outlines, key performance
£ : S 5 8 g g § = & L ,
o e 3 =z | B 2 g 3 2 indicators, data collection method,
g g S 2 39 i 3 QE) =t analysis, and interpretation. Additionally,
g 5 5 =EF & & B 2 . ;
P 5 - £ g & 8 g g 3 4 changes in strategies, effects, and future
= s = o 5 8 9 S & = I teps. (8929
E 2 g 2 $ 2 3 2 & 3§ T steps.
> © = =) S & w - — (o [N
= o © o =} =
= o 5| o = & =
5 2 E & 2:2:r B B B G CONCLUSION
&z 5 g 2 5 = 2 Z 7 3 ¢
- |E = g ) 2§ = < < < < li lici d d
c (.2 g g 5 S 8 = = = = 2 Quality management policies and procedures
v o =9 . s o
£|< = 3 Z 5 A & Z Z Z & for research and investigational medications
s .
o are required for research and development
o L . .
? units in pharmaceutical care services. In
S g addition, it serves as the basis for evaluating and
< =] & o . .
s g e z quantifying the quality of pharmacy practice
Y = 2 & research and clinical trials. To ensure patient
= 2 g o . :
e 3 =R safety, improve research outcomes, and avoid
g & S ]
[ undue economic burden on the healthcare
% system, the quality of available research or
) bl 0 investigational medications must be high. As
-

a result, it is strongly recommended that Saudi
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Arabia implement pharmacy research quality
standards emphasizing policy and procedures.
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