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Available Online: 20 reconstructive purposes, coupled with the imperative for robust, evidence-based assessments,
Dec 2024 underscores the critical need for a standardized data collection system to capture high-quality
data in the field of breast prosthetics. Consequently, the primary objective of this study was to
develop a minimum data set (MDS) for a breast prosthesis registry in Iran.

Methods: This applied study was conducted in 2023. In the initial stage, a descriptive anal-
ysis was performed on medical records from Amir al-Momenin and Shahid Faqihi educa-
tional hospitals in Shiraz to identify existing breast prosthesis data elements. Subsequently,
a descriptive-comparative analysis was employed to compare the required data elements in
national registries of selected countries (the Netherlands, England, the United States, Korea,
Sweden, and Australia). In the third stage, a Delphi questionnaire was designed and distribut-
ed to 20 plastic and cosmetic surgery specialists for validation, with 16 responding. Through
two rounds of Delphi consensus, items achieving a collective agreement score above 75%
were included in the final minimum data set for the breast prosthesis registry. Data analysis
was performed using descriptive statistics with SPSS version 20.

Results: Of the 79 data elements proposed for expert consensus, 53 achieved agreement.
These elements were categorized into eight subsets: patient demographics (10 elements), so-
cioeconomic information (2 elements), physician and medical characteristics (6 elements),
diagnosis information and clinical history (16 elements), prosthesis characteristics (5 ele-
ments), surgical procedures (9 elements), potential complications (2 elements), and follow-up
(3 elements).

K?)’ Words: Discussion: It is anticipated that the proposed minimum data set will significantly contribute
Minimum Data Set, Breast | 4 jnformation integration, enhanced quality of care, and improved safety for breast prosthesis
Prosthesis, Implant, Data | recipients. Consequently, the inclusion of a minimum data set within the breast prosthesis
Element, Registry. registry is crucial for the collection of standardized data and the facilitation of data sharing.
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Extended Abstract
Introduction:

reast implant tools and devices in-

clude prostheses that are used under

the breast tissue or chest muscle, the
purpose of which is to strengthen and increase the
size or replace the breast tissue and improve its
shape and appearance. Breast prosthesis has been
proposed since 1962 as one of the methods of cos-
metic and reconstructive surgery, which has been
expanding rapidly in recent years. To the extent that
breast prosthesis is considered as one of the most
widely used medical equipment today. In general,
different types of breast prosthesis such as silicone
and saline are available in the market. Basically, two
groups of people undergo breast prosthesis surgery;
the first group is people with breast cancer who have
already undergone mastectomy. The second group
is a group of people who undergo breast prosthe-
sis surgery for cosmetic reasons, and most of these
people are young and healthy. Despite the increase
in implantable devices and prostheses, there are cur-
rently no epidemiological data on the quality of care
and performance of prostheses. Because the lack of
correct and reliable information about prosthetics
can quickly turn into a serious crisis, which not only
brings exorbitant costs for medical centers, govern-
ments and the medical equipment industry, but also
causes great anxiety and worry in it also happens
to patients. The lack of sufficient information in the
field of breast prosthesis, the fear of cancer recur-
rence and the concerns caused by the complications
of breast prosthesis surgery can affect the decrease
of people’s desire to reconstruct the breast after mas-
tectomy. The use of the Minimum Data Set (MDS)
leads to the recording of essential data and timely
data access, which can be valuable for tracking breast
prosthesis performance, patient safety, and quality
of care. MDS contains the main set of data elements
that play an important role in the healthcare industry
for the unification of data elements, data exchange
between different healthcare systems. Since, the re-
cording and storage of information related to breast
prosthesis for the purpose of treatment or beauty can
play an effective role in following up the process of
this surgery, guaranteeing the safety of patients and
preventing unwanted complications. Therefore, this
research was conducted with the aim of designing
an MDS for breast prosthesis registry in Iran.

Methods:

This research was an applied study that was con-
ducted in three stages. In the first stage, the data
elements were extracted from the medical records
of applicants for breast prosthesis surgery in Amir
Al- Momenin and Shahid Faqihi hospitals in Shiraz
using a data collection form. At this stage, sampling
was done by a non-random method of easy access
type, and the files of 40 patients were selected, in
which the breast prosthesis code according to Inter-
national Classification of Diseases, Ninth Revision,
Clinical Modification (ICD-9-CM) was registered in
the Hospital Information System (HIS).

The second stage of the research was conducted
with a descriptive-comparative method to investigate
the existing MDS for breast prosthesis registry in se-
lected countries such as Australia, Sweden, America,
Netherlands, England and Korea. Then, subsets and
data elements related to breast prosthesis in selected
countries were compared. Google Scholar search en-
gine and PubMed and ScienceDirect databases were
used in order to access documents and articles re-
lated to the subject. The search keywords included
Prosthesis, Implant, Registry, “Core Data Set”, “Es-
sential Data Set”, “Data Element”, “Minimum Data
Set”, and Boolean operators AND and OR were used
for searching. At the end of this stage, the data ele-
ments were compared and analyzed in the form of
comparative tables. In the third stage, in order to val-
idate the initial MDS, a questionnaire was designed,
which was submitted to plastic and cosmetic surgery
experts during two Delphi rounds.

Sampling at this stage was conducted using
non-random purposive method, where experts were
selected based on one of the research criteria. These
criteria included having at least one year of experi-
ence in breast prosthesis surgery at educational and
therapeutic centers, collaboration with the Iranian
Society of Plastic and Aesthetic Surgeons, or prior
research experience in the field of breast prosthesis.

The sample of this research included 20 experts,
among whom 16 experts completed the relevant
questionnaires. The questionnaire consisted of open
and closed questions, the first part of which included
the demographic characteristics of the experts (six
questions) and the second part related to asking for
opinions regarding the importance of data elements
related to breast prosthesis MDS (79 questions),
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which were designed in eight subcategories. An-
swers to closed questions were determined using a
five-point Likert scale (completely agree, agree, neu-
tral, disagree, and completely disagree). At the end
of the questionnaire questions, an open question was
used for each section so that the experts could freely
express their opinions and suggestions. The face and
content validity of the questionnaires was measured
by a plastic and cosmetic surgery expert. In these
questionnaires, experts were asked to indicate their
agreement with each of the breast prosthesis data el-
ements. After collecting the questionnaires in both
Delphi rounds, the data were analyzed by descriptive
statistics (number and frequency percentage) using
SPSS version 20 software.

Results:

Autumn 2024. Vol 10. Issue 3 |

cal, surgical, and device (prosthesis) data sets that
were common between both selected centers. In the
second stage, the breast prosthesis MDS in the regis-
tration systems of the selected countries were identi-
fied and compared using a descriptive-comparative
method. Finally, the initial validation of the breast
prosthesis MDS was submitted to experts for opin-
ion in two Delphi rounds. 16 experts participated in
the first and second Delphi rounds to determine the
MDS for the breast prosthesis registry. Table 1 shows
the Delphi results of the subset and data elements re-
lated to the final MDS of the breast prosthesis regis-
try. Overall, out of the 79 proposed data elements, 44
data elements in the first Delphi round and 9 data ele-
ments in the second Delphi round achieved a collec-
tive agreement of more than 75% and were included
in the final MDS. Also, 26 data elements with less

than 50% agreement were removed from the initial
MDS. Therefore, the MDS of the breast prosthesis
registry in Iran consisted of 53 data elements, which
were categorized into eight subsets.

In total, 41 data elements related to breast pros-
thesis surgery were identified in selected centers, in-
cluding Amir al-Momenin and Shahid Faghihi edu-
cational and medical centers in Shiraz. These data
elements were categorized into demographic, clini-

Table 1: Subset and data element related to the final MDS for breast prosthesis registry (Delphi results)

Subset Data element

Patient First and last name, father's name, national identification number, file number, place of birth,
demographics date of birth, marital status, residential address, mobile phone, landline phone
Socioeconomic  History of mental illness, occupation

First and last name of the physician, Medical License Number, unique identifier (national
code) of the physician or surgeon, name or identifier of the prosthetic center, address of the
prosthetic surgery center, name of the prescriber

physicians and
medical centers

Type of anomaly (congenital, mastectomy, gender transition, accidents), primary diagnosis,
final diagnosis, body mass index, type of disease/stage of breast cancer (if the reason
for surgery is not cosmetic), side effects/adverse effects of medications, drug allergies,
comorbidities, personal medical history, family medical history, physical examinations,
medication history, previous radiotherapy, history of pregnancy and childbirth, history of
treatment/surgical procedures, history of breast implant surgery.

Name or identifier of the prosthetic manufacturer, name or identifier of the prosthetic
distributor, device/prosthesis reference number, device/prosthesis serial number, prosthetic
coverage

Diagnostic
information and
clinical history

Prosthesis
characteristics

Surgery date, type of surgery (unilateral/bilateral), withdrawal from surgical services, reason
for withdrawal, outcome of surgery, reason for re-surgery, reason for breast prosthesis
(cosmetic, reconstructive after mastectomy, preventive, congenital anomaly), duration
between diagnosis and prosthesis implantation, infection control (use of antibiotics before
and after surgery, type of disinfectant solution, changing surgical gloves, use of sleeve/
funnel packs, using nipple protectors, draining seroma and discharge from the surgical area),
surgical method (capsulectomy, breast lift (mastopexy), use of Acellular Dermal Mesh (ADM
mesh, volume of fat graft, degree of tissue filling during the procedure).

Surgical information
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Table 1: Subset and data element related to the final MDS for breast prosthesis registry (Delphi results)

Subset Data element

Name of possible complications arising from breast prostheses include:
* Breast pain
e Asymmetry
* Implant rupture
* Decreased implant volume
 Capsular contracture
* Silicone leakage/extrusion
* Incorrect implant positioning
 Scarring (skin scars)
 Infection
* Seroma/Hematoma
* Anaplastic large cell lymphoma
* Swelling
* Autoimmune/Inflammatory Syndrome Induced By Adjuvants
* Misplacement or displacement of the device/implant

Possible
complications

Follow-up Discharge recommendations, medication prescriptions, support/rehabilitation services

Conclusion: and identifying risk factors after prosthesis surgery.
With standardized data elements in the breast im-
plant registration system, comprehensive and in-
tegrated information can be gathered from patients
undergoing breast implant surgery. This data will be
invaluable for health policymakers, plastic surgeons,
and prosthesis manufacturers, enabling them to make
informed macro-management decisions, plan effec-
tively, and allocate resources appropriately. There-
fore, we recommend implementing a national regis-
tration system aimed at collecting all relevant breast
implant data.

Given the increasing number of breast cancer pa-
tients and the rising demand for reconstructive and
cosmetic surgeries, it is crucial to record data relat-
ed to breast implants. Establishing a MDS for breast
implants is essential for Iran’s registration system.
This initiative will facilitate the integration and en-
hancement of the quality of registered information,
ultimately leading to improved quality of care, pa-
tient safety, and ongoing monitoring of patients’ con-
ditions. Additionally, it will help in reducing poten-
tial complications and risks by analyzing outcomes
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