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Efficacy and quality of informed consent for
Dacryocystorhinostomy—a prospective study

Abstract

Informed consent is an integral part of good clinical practice; it is a legal and ethical principle,
enabling patients to make decisions about their medical and surgical care in an autonomous
and self-determined way.' For consent to be valid, it must be given freely and voluntarily
by a capacitated patient who has been sufficiently informed about the consequences of
their choices.?* In clinical practice, the actual journey in obtaining valid consent may be
a long one, especially when consenting for surgical procedures. In its completeness, the
consenting process comprises a patient focussed discussion on the diagnosis, prognosis and
issues that require intervention, the nature and benefits of the intervention, the associated
risks, the available alternatives and consequences of no intervention, and opportunities
for the patient to ask further questions.** The patient can be given decision aids (patient
information leaflets/web/videos), encouraged to involve people in the processing of
information (spouse/relative/friend) and encouraged to delay formal consent after a period
of time for consideration.’ Additionally, the clinician tailors their approach depending on
the degree of patient knowledge and the complexity of the procedure, re-checking whether
the patient has understood adequately to make a decision.* The discussion that has occurred
and the patient’s decision must be documented in the medical records, along with a standard
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signed consent form.®
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Introduction

To date, consent for complex ocular procedures has not received
much attention in the literature. As a specialty, ophthalmology
surrenders to the ‘treadmill’ efficiency of pooled lists, assigned
assessments and generic patient information sheets.” There is an
assumption that valid consent has been gained when patients may
still be uninformed. Furthermore, patients may report high levels of
satisfaction, yet remain to have poor levels of understanding.® Patient
retention of operation risks is poor and the capacity to provide fully
informed consent is influenced by the patients level of education,
literacy and language competency.”!! The anatomy of the lacrimal
system and potential for surgery is a difficult concept for patients
to perceive, especially without pictorial or comprehensive written
material devoid of medical jargon. Considering all these factors, it
may be likely that the process we deem as valid consent is actually
an uninformed one. To our knowledge no prior studies have looked
at objective improvement in patient recollection and understanding
during informed consent for dacryocystorhinostomy (DCR). In our
survey, we aimed to evaluate the effectiveness of our current standard
consenting process for dacryocystorhinostomy (DCR) at increasing
understanding and comprehension in a competent patient in a
specialist ophthalmology centre in London.

Methods

A prospective study was carried out on patients undergoing DCR
over a period of 6 months. Patients who met the inclusion criteria were
approached (Table 1). At initial consultation and listing for surgery,
patients encountered a verbal discussion with an ophthalmology
fellow or consultant on the risks, benefits and expectations of DCR
surgery as per normal procedure and were given a leaflet containing
the same information to take away and read. On the day of surgery,
participants who agreed to take part in the study were asked questions

from an 8-item questionnaire. The questions aimed to establish patient
understanding of indications, details of the procedure and details
of associated risks (Appendix 1). Patients were then permitted to
continue with the usual consenting process which involved signing a
consent form to indicate completion of fully informed consent. At 2
weeks post DCR, patients were called via telephone to complete the
same questionnaire with additional questions on overall satisfaction
of the consenting process, on level of formal education and on other
factors that may have influenced their understanding of the procedure
(presence of a family member during the consenting process,
encounter with someone who has had the same operation before and
whether they used the internet to research the procedure themselves)
(Appendix 2). Efficacy of consent was measured by percentage
increase in correct responses and mean number of risks recalled pre
and post informed consent. Overall satisfaction of the consenting
process was measured through a score out of 5 (1=poor, S=excellent).

Table | Inclusion and exclusion criteria

Inclusion criteria Exclusion criteria

Receiving endonasal DCR Unable to understand English

surgery under GA language
18 years or above Lack mental capacity

Able to speak or understand English language

Results

A total of 14 patients agreed to take part in the study and met the
inclusion criteria (6 women and 8 men). All patients completed the
initial 8-item pre DCR questionnaire. The mean age of participants
was 69. Only 10 patients responded to complete the post DCR
questionnaire. Out of these patients, 4 patients had received higher
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level education, 5 received lower level education and 1 patient did
not disclose. None of the patients reported looking up the procedure
on the internet. 4 patients had a family member present during the
consenting process whilst the others were alone. 2 patients had
encountered someone who had had a DCR operation before and
conversed with them. No patients had used the internet to research
the procedure. The mean overall satisfaction score for the consenting
process at our unit was 3.9 out of 5.8 patients gave a satisfaction score
of 4 and 5.2 patients gave a satisfaction score out of 1. One of these
patients made no comments about why they gave this score and the
second patient felt they had a lack of explanation and the surgical
experience was not as bad as she had expected. Despite one patient
having the same symptoms as before surgery, they gave a satisfaction
score of 5.

Prior to completing informed consent, 93% of patients gave correct
response for indication and 71% of patients gave correct responses
for details of the procedure (Graph 1). After fully informed consent,
100% of patients gave correct responses for indication and details of
the procedure. Prior to completing informed consent, 57% of patients
answered correctly about type of anaesthesia. After fully informed
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consent, correct responses for type of anaesthesia increased to 90%.
Correct response by patients for length of surgery time was 57% prior
and 90% post completion of fully informed consent. 50% of patients
knew which medications to stop before the operation but this increased
to 70% after being fully consented. With regards to details on follow-
up, correct responses increased by 14.3% and for avoidances after
surgery, correct responses increased by 41.7% (Graph 2). For recall of
risks, correct responses increased by 11.7% but ultimately only 40%
of patients were able to recall one or more risks or complications after
apparent fully informed consent. Out of these patients, an average of
1.75 risks was recalled out of a possible 8 risks that were routinely
mentioned during consent. Only 1 of these patients had both a family
member present during the consent process and had known someone
who had had this surgery before. The most common risk factor
recalled was bleeding (Table 2). In the further comments section, one
patient stated that they were not aware they were having a silicon tube
placed and because of this lack of knowledge attended emergency
services. This patient gave an overall satisfaction score of 4 out of
5. Another patient stated that they received a lack of explanation and
gave a satisfaction score of 1 out of 5. The rest of the patients had no
further comments.
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Graph | Percentage of correct responses before and after fully informed consent (%).

Table 2 Number of each risk recalled by 10 patients

Infection

Bleeding / bruising / nose bleeds

(= L

Damage to other structures

Tubes falling out

Failure / blockage

o o

Need for further procedure
Scarring |
Allergy 0

Congested nose 0

Discussion

Informed consent is a legal and ethical process, allowing patients
to make autonomous decisions when it comes to the nature, risks and
benefits of surgery. In view of the complexity and intricate anatomy
of DCR surgery, we wanted to evaluate the validity of our current
consenting process in our cohort of patients at our specialist centre
in London. Retention of surgical indications, procedure details and
especially recall of risks have been used in previous studies to assess
consent.'*213 We used similar parameters in our study to objectively
assess informed consent, as well as patient satisfaction of the
consenting process. Every patient had a standard discussion with an
appropriate clinician and opportunity to ask questions, receiving the
same hospital information leaflet at their initial consultation. There
were approximately equal numbers of patients with high level and
low-level education; no patients looked up the procedure over the
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internet. These factors meant less confounder when interpreting the
results in view that level of education and interactive media leads to
improved understanding of surgery.’

Most patients stated they were satisfied with the consenting
process and made no comments. However, two patients gave poor
satisfaction scores with one patient stating a lack of explanation.
Of note, both these patents were not able to recall any risks or
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Graph 2 Percentage increase in correct responses (%).

In general, there was a downward trend in number of correct
responses from question 1 to 8. This supports the notion of patient
inadequacy of recalling information about surgical procedures as more
information is given during the consultation. This may be especially
apparent in consenting for DCR surgery in view of its complexity and
ability to comprehend the anatomy involved. Correct responses were
mainly for indication of surgery and details of the procedure itself.
Topics usually addressed at the end of the consultation such as details
of follow-up, avoidances after surgery and risks of surgery tended to
give lower numbers of correct responses. It is therefore important to
note that during the consenting process for this complex procedure,
cumulative information will need further consolidation by the patient
at a separate time. Unsurprisingly, studies show that repetition, even
more than twice, of the consent information is required for full
understanding and is not achieved through one reiteration or even two
reiterations alone.'>'®

After complete informed consent, percentage of correct responses
increased across all 8 questions demonstrating effectiveness in our
current consent process. Informed consent was effective in increasing
patient understanding of details of anaesthesia, length of operation
and avoidances after surgery. These areas may have been particularly
salient for patients from a practical perspective and therefore garner
more recollection. Knowledge of surgical indications and procedure
details remained high throughout informed consent in the majority
of patients. However, DCR patients were poor at remembering
complications. Poor recall of risks may demonstrate the difficult
nature of visualizing the anatomy of the nasolacrimal duct and its
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complications. There is evidence to suggest that patients’ recollection
of the consenting process conflicts with that of physicians’.>!* Our
own results demonstrated that despite similar information being
given to all patients, some patients felt the discussion inadequate.
Reconfirmation or tailoring of the discussion to improve patient
retention and ultimately satisfaction should be re-emphasized at our
centre in view of these unsatisfactory results.
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purpose. It may also be because the discussion of these is approached
towards the latter part of the consultation when their attentiveness to
the information waned. Nonetheless, our findings are in-keeping with
other studies showing poor patient retention of operation risks.!” One
of the chief reasons in the literature for litigation against surgeons
is lack of informed consent, primarily in relation to complications
related to surgery.'® We have demonstrated an important area where
patient understanding is unaccomplished by our current methods.

There is scope for improving recollection of complications at
our centre and several studies have used reinforcement methods
of information delivery to do this. In view of the difficult anatomy
involved, a pictographic or visual aid may enhance patient
understanding of DCR risks (Appendix 3). However, studies
assessing effects of improving recall with visual aids or multimedia
show equivocal results with some studies showing their effectiveness
whilst others demonstrating no improvement in recalling risks.>!%1218
This may be procedural dependent and a comparison study between
enhanced visual aids and generic patient information leaflets will
be needed to assess the effectiveness of visual aids in improving
recollection in DCR patients. The main limitation of our study is the
small sample size. Due to the observational nature of the study, it is
difficult to calculate an ideal sample size. However, studies looking at
recall in consent tended to have higher sample sizes then our study. The
patient satisfaction scoring was also not validated but it appeared to
indicate that patients were generally pleased with the overall informed
consent process. Patients underwent the second questionnaire after the
DCR procedure itself and therefore confirmation of informed consent
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was subject to recall bias. Subjection of the questionnaire on the day
of surgery prior to the operation would have also been invalid due to
inefficient time elapsed to test short to intermediate-term knowledge
suggestive that the consenting process had a real impact on patients’
understanding of the DCR surgery they were undergoing.
Conclusion

To conclude, achieving informed consent is a complex process
and should be a process rather than a single or even dual event. Our
findings can be used to further elucidate mechanisms to improve
patient understanding and consent in DCR surgery.
Acknowledgments

None.

Conflicts of interest

Author declares that there are no conflicts of interest.

Funding

None.

References

1. Department of Health. Reference guide to consent for examination and
treatment (second edition). Department of Health and Social Care. 2009.

2. British Medical Association. Consent to treatment - adults with capacity.
BMA. 2013.

3. British Medical Association. Medical ethics today: the BMA’s handbook
of ethics and law. John Wiley & Sons. 2012.

4. Bretanya GMC. Consent: patients and doctors making decisions
together. General Medical Council. 2008.

5. Jefford M, Moore R. Improvement of informed consent and the quality
of consent documents. Lancet Oncol. 2008;9(5):485-493.

6. Cocanour CS. Informed consent—It’s more than a signature on a piece
of paper. Am J Surg. 2017;214(6):993-997.

10.

11.

12.

13.

14.

15.

16.

17.

18.

Copyright:
©2019 Ah-Kye etal. 136

Newman MB. Consent: The reasonable patient. The royal college of
ophthalmologist's quarterly bulletin. 2016.

Jefford M, Mileshkin L, Matthews J, et al. Satisfaction with the decision
to participate in cancer clinical trials is high, but understanding is a
problem. Support Care Cancer. 2011;19(3):371-379.

Sherlock A, Brownie S. Patients’ recollection and understanding of
informed consent: A literature review. ANZ J Surg. 2014;84(4):207-210.

Shurnas PS, Coughlin MJ. Recall of the Risks of Forefoot Surgery after
Informed Consent. Foot Ankle Int. 2003;24(12):904—908.

Stanley BM, Walters DJ, Maddern GJ. Informed consent: how much
information is enough? Aust N Z J Surg. 1998;68(11):788-791.

Johnson MR, Singh JA, Stewart T, et al. Patient understanding
and satisfaction in informed consent for total knee arthroplasty: A
randomized study. Arthritis Care Res. 2011;63(7):1048—1054.

Zarnegar R, Brown MR, Henley M, et al. Patient perceptions and recall
of consent for regional anaesthesia compared with consent for surgery. J
R Soc Med. 2015;108(11):451-456.

Friedman M, Arja W, Batra R, et al. Informed consent for blood
transfusion: what do medicine residents tell? What do patients
understand? Am J Clin Pathol. 2012;138(4):559-565.

Sudore RL, Landefeld CS, Williams BA, et al. Use of a modified
informed consent process among vulnerable patients: a descriptive
study. J Gen Intern Med. 2006;21(8):867—873.

Brenner LH, Brenner AT, Horowitz D. Educating the Patient. Clin
Orthop Relat Res. 2009;467(2):348-351.

Sahin N, Oztiirk A, Ozkan Y, et al. What do patients recall from informed
consent given before orthopedic surgery? Acta Orthop Traumatol Turc.
2010;44(6):469-475.

Kinnersley P, Phillips K, Savage K. et al. Interventions to promote
informed consent for patients undergoing surgical and other invasive
healthcare procedures. 2013;(7):CD009445.

Citation: Ah-Kye L, Ginter A, Aziz A. Efficacy and quality of informed consent for Dacryocystorhinostomy—a prospective study. Adv Ophthalmol Vis Syst.

2019;9(5):133-136.DOI: 10.15406/a0vs.2019.09.00364


https://doi.org/10.15406/aovs.2019.09.00364
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/138296/dh_103653__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/138296/dh_103653__1_.pdf
https://www.bma.org.uk/advice/employment/ethics/medical-students-ethics-toolkit/7-consent-to-treatment-lacking-capacity
https://www.bma.org.uk/advice/employment/ethics/medical-students-ethics-toolkit/7-consent-to-treatment-lacking-capacity
https://www.ajol.info/index.php/sajbl/article/viewFile/138159/127728
https://www.ajol.info/index.php/sajbl/article/viewFile/138159/127728
https://www.gmc-uk.org/-/media/documents/Consent___English_0617.pdf_48903482.pdf
https://www.gmc-uk.org/-/media/documents/Consent___English_0617.pdf_48903482.pdf
https://www.ncbi.nlm.nih.gov/pubmed/18452859
https://www.ncbi.nlm.nih.gov/pubmed/18452859
https://www.ncbi.nlm.nih.gov/pubmed/28974311
https://www.ncbi.nlm.nih.gov/pubmed/28974311
https://www.rcophth.ac.uk/wp-content/uploads/2016/02/CN-Focus-Winter-16.pdf
https://www.rcophth.ac.uk/wp-content/uploads/2016/02/CN-Focus-Winter-16.pdf
https://www.ncbi.nlm.nih.gov/pubmed/20333413
https://www.ncbi.nlm.nih.gov/pubmed/20333413
https://www.ncbi.nlm.nih.gov/pubmed/20333413
https://www.ncbi.nlm.nih.gov/pubmed/24812707
https://www.ncbi.nlm.nih.gov/pubmed/24812707
https://www.ncbi.nlm.nih.gov/pubmed/14733345
https://www.ncbi.nlm.nih.gov/pubmed/14733345
https://www.ncbi.nlm.nih.gov/pubmed/9814743
https://www.ncbi.nlm.nih.gov/pubmed/9814743
https://www.ncbi.nlm.nih.gov/pubmed/21485018
https://www.ncbi.nlm.nih.gov/pubmed/21485018
https://www.ncbi.nlm.nih.gov/pubmed/21485018
https://www.ncbi.nlm.nih.gov/pubmed/26432814/
https://www.ncbi.nlm.nih.gov/pubmed/26432814/
https://www.ncbi.nlm.nih.gov/pubmed/26432814/
https://www.ncbi.nlm.nih.gov/pubmed/23010711
https://www.ncbi.nlm.nih.gov/pubmed/23010711
https://www.ncbi.nlm.nih.gov/pubmed/23010711
https://www.ncbi.nlm.nih.gov/pubmed/16881949/
https://www.ncbi.nlm.nih.gov/pubmed/16881949/
https://www.ncbi.nlm.nih.gov/pubmed/16881949/
https://www.ncbi.nlm.nih.gov/pubmed/19057974/
https://www.ncbi.nlm.nih.gov/pubmed/19057974/
https://www.ncbi.nlm.nih.gov/pubmed/21358254
https://www.ncbi.nlm.nih.gov/pubmed/21358254
https://www.ncbi.nlm.nih.gov/pubmed/21358254
https://www.ncbi.nlm.nih.gov/pubmed/23832767
https://www.ncbi.nlm.nih.gov/pubmed/23832767
https://www.ncbi.nlm.nih.gov/pubmed/23832767

	Title
	Abstract
	Keywords
	Introduction
	Methods
	Results
	Discussion
	Conclusion
	Acknowledgments
	Conflicts of interest 
	Funding
	References
	Graph 1
	Graph 2
	Table 1
	Table 2 

