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Medical Disclaimer (Read First)

This whitepaper is provided for educational and informational purposes only. It is
not a substitute for professional medical advice, diagnosis, or treatment.
Finasteride is a prescription medication and may not be appropriate for every
individual. Treatment decisions should be made with a licensed clinician,
considering personal medical history, risk factors, and patient preferences.

If you experience severe mood changes, depression, suicidal thoughts,
chest/breast changes, allergic reactions, or severe sexual side effects, seek
medical attention immediately.

Executive Summary

Finasteride is a 5a-reductase inhibitor widely used in the management of
androgenetic alopecia (male pattern hair loss). By inhibiting conversion of
testosterone to dihydrotestosterone (DHT)—a key androgen implicated in
follicular miniaturization—finasteride can slow hair-loss progression and promote
regrowth in many men with mild to moderate androgenetic alopecia.

Key points supported by regulatory labeling and clinical evidence:

FINASTERIDE IN HAIR RESTORATION



« Indication (US): Finasteride 1 mg (Propecia and generics) is indicated for male
pattern hair loss in men only; it is not indicated for women, and exposure in
pregnancy is contraindicated due to risk to a male fetus.

o Time to effect: Benefits typically require 23 months of daily use, with many
patients needing 6-12 months for meaningful evaluation. Discontinuation
generally leads to loss of benefit within ~12 months.

o Efficacy: Long-term studies and labeling-supported trial data show finasteride
can improve hair counts and slow progression over several years in many
men.

o Safety: Most users tolerate finasteride well; however, sexual adverse effects
(e.g., decreased libido, erectile dysfunction, ejaculatory disorders) occur in a
minority of patients and are a leading concern in counseling. Postmarketing
reports include persistent sexual dysfunction after discontinuation, male
infertility/poor seminal quality, and psychiatric events including depression
and suicidal ideation/behavior.

» Regulatory updates (global): Multiple regulators have strengthened
communications about psychiatric and sexual adverse effects, emphasizing
screening, informed consent, and monitoring.

This whitepaper focuses on transparent, patient-centered risk-benefit
communication—especially critical in hair restoration, where treatment is elective
and expectations, anxiety, and self-image strongly influence decision-making.
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1. Background: Androgenetic Alopecia and the Role of
DHT

Androgenetic alopecia (AGA) is the most common cause of progressive hair
thinning in men. It is driven by a combination of genetic predisposition and
androgen signaling in susceptible hair follicles—particularly the effects of
dihydrotestosterone (DHT).

1.1 Follicular miniaturization: the core process

AGA is characterized by a gradual transformation of terminal hairs into finer,
shorter, less pigmented hairs (miniaturization). Over time, the duration of the
growth phase (anagen) shortens, the resting phase proportion increases, and
visible density diminishes.

1.2 Why DHT matters in AGA

DHT is produced from testosterone by the enzyme 5a-reductase. In genetically
susceptible scalp regions, DHT signaling contributes to miniaturization.
Finasteride targets this pathway by inhibiting Type Il 5a-reductase, reducing DHT
levels in serum and scalp tissue. In balding scalp, higher DHT levels and
miniaturized follicles are observed; finasteride lowers scalp and serum DHT and
appears to interrupt a key factor in the development of AGA. (FDA Access Data)
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https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf

2. What Finasteride Is: Mechanism, Approvals, and
Formulations

2.1 Mechanism of action

Finasteride preferentially inhibits Type Il 5a-reductase (with high selectivity
versus Type |), thereby blocking peripheral conversion of testosterone to DHT and
producing significant decreases in serum and tissue DHT. (FDA Access Data)

In the FDA-approved prescribing information for finasteride 1 mg:

o DHT suppression occurs rapidly: ~65% serum DHT suppression within 24
hours after oral dosing with a 1 mg tablet. (EDA Access Data)

e Mean circulating testosterone and estradiol levels increased by ~15% versus
baseline but remained within physiologic range. (FDA Access Data)

» Finasteride has no affinity for the androgen receptor and is not
androgenic/antiandrogenic/estrogenic in the typical receptor-binding sense
described in labeling. (EDA Access Data)

2.2 Approved indications (important for trust and compliance)

In the United States, finasteride 1 mg is indicated for the treatment of male
pattern hair loss (androgenetic alopecia) in MEN ONLY. It is not indicated for use
in women. (FDA Access Data)

Finasteride is also used at 5 mg for benign prostatic hyperplasia (BPH); safety
data and certain warnings (e.g., PSA effects, high-grade prostate cancer signal)
are primarily derived from 5 mg studies but are noted in labeling relevant to
finasteride use more broadly. (FDA Access Data)

2.3 Formulations patients commonly encounter

 Oral finasteride 1 mg tablets (FDA-approved for male AGA). (FDA Access
Data)

 Oral finasteride 5 mg tablets (FDA-approved for BPH; sometimes misused by
splitting tablets—this raises quality/handling concerns and should be clinician-
guided). (EDA Access Data)

FINASTERIDE IN HAIR RESTORATION


https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf

o Topical finasteride (not FDA-approved as a standardized product in the US;
may be compounded and marketed via telehealth—this carries special risks
discussed later). (U.S. Food and Drug_Administration)

3. Clinical Efficacy in Male Pattern Hair Loss

3.1 What outcomes matter clinically
For patients, the main outcomes are:
e Slowing or stopping progression of visible thinning
e Increased visible density (especially crown/vertex)
e Improved hair caliber and cosmetic coverage
o Long-term preservation of native hair (especially important for hair-transplant

planning)

3.2 Time course: how quickly does it work?

FDA labeling states that daily use for three months or more is generally
necessary before benefit is observed, and withdrawal leads to reversal within
12 months. (FDA Access Data)

Professional dermatology guidance commonly emphasizes evaluating response
over 6-12 months, because hair cycling is slow and early shedding can occur.
(American Academy of Dermatology)

3.3 Evidence-based expectations (what finasteride tends to do
well)

In labeling-supported trials of finasteride 1 mg:

« Clinical improvement can be seen as early as 3 months. (FDA Access Data)

e Across multi-year studies, finasteride slowed progression seen in placebo
and differences continued to widen over time in these trials. (FDA Access
Data)

3.4 Guideline perspective (clinician-facing)
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An international evidence-based guideline update for androgenetic alopecia
states:

o Oral finasteride 1 mg/day is recommended to improve or prevent progression
in adult men with mild to moderate AGA (Hamilton-Norwood Ilv-V)

e Response should be assessed at ~6 months (sometimes not evident before 12
months)

o If successful, treatment needs to be continued to maintain efficacy

o Patients should be aware finasteride can reduce PSA, relevant to prostate
cancer screening contexts (Turkderm)

4. Dosing, Duration, and Realistic Expectations

4.1 Standard dosing

FDA labeling: one 1 mg tablet once daily, with or without meals. (FDA Access
Data)

4.2 Duration: what “commitment” means in practice

Finasteride is not a short course medication for hair loss. Most patients must think
in terms of:

o Minimum effective trial: 6-12 months
» Maintenance: ongoing use to sustain benefit

« Long-term planning: especially relevant to younger patients likely to progress
across decades

FDA labeling explicitly notes that continuing use is recommended to sustain
benefit and withdrawal leads to reversal within ~12 months. (EDA Access Data)

4.3 What finasteride cannot do
Finasteride:
o Does not “restore” a juvenile hairline in advanced loss

o Cannot replace a depleted donor supply
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o Cannot overcome scarring alopecias or non-androgen causes without treating
underlying etiologies

A transparent clinic should frame finasteride as a disease-modifying therapy for
androgenetic alopecia, not a guaranteed cosmetic transformation.

5. Safety Profile: What Clinical Trials Show vs.
Postmarketing Reports

Safety communication must reconcile two realities:
1. Controlled trials provide structured incidence estimates
2. Postmarketing surveillance reveals rare, persistent, or unexpected outcomes

that may not surface in trials

5.1 Common adverse reactions in clinical trials (finasteride 1 mg)

In the FDA label's Table 1 (Year 1), adverse experiences reported in 21% and
greater than placebo include:

o Decreased libido: 1.8% vs 1.3% (placebo)
o Erectile dysfunction: 1.3% vs 0.7%

« Ejaculation disorder (incl. decreased ejaculate volume): 1.2% vs 0.7% (EDA
Access Data)

An integrated analysis in the label indicates that during treatment, 3.8% of men
reported one or more of these adverse experiences vs 2.1% on placebo, and
incidence decreased to =0.3% by the fifth year of treatment in those studies. (FDA
Access Data)

5.2 Postmarketing experience: what has been reported after
approval

FDA labeling for postmarketing experience includes:

o Sexual dysfunction continuing after discontinuation (erectile dysfunction,
libido disorders, ejaculation disorders, orgasm disorders)

o Male infertility and/or poor seminal quality (with reports of nhormalization or
improvement after stopping)
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o Testicular pain, hematospermia
+ Male breast cancer

e Depression, suicidal ideation and behavior (FDA Access Data)

Postmarketing reports cannot always establish causality or frequency, but they
are clinically important for informed consent and monitoring.

6. Sexual Side Effects: Incidence, Counseling, and Risk
Communication

6.1 Why this matters in hair restoration

Patients seeking hair restoration are often highly engaged, performance-oriented,
and anxious about risk. Sexual side effects—especially the possibility of
persistence—can dominate decision-making. A clinic's credibility increases when
it:

o Uses precise trial numbers
o Acknowledges postmarketing reports without sensationalism

o Offers a practical monitoring plan and clear stop/seek-care criteria

6.2 What to communicate clearly (clinic-standard language)
Based on FDA labeling:

o Sexual side effects occur in a minority of users and were modestly higher
than placebo in trials. (FDA Access Data)

e Most trial-reported sexual side effects resolved either after discontinuation or
even during continued therapy. (FDA Access Data)

o Postmarketing reports include cases of persistent sexual dysfunction after
stopping, so persistence is possible in some individuals (frequency cannot be
reliably estimated from voluntary reports). (EDA Access Data)

6.3 Counseling design: improve trust, reduce “either/or thinking"

A best-practice approach is to present:

FINASTERIDE IN HAIR RESTORATION


https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/020788s030lbl.pdf

o Baseline risk context: sexual dysfunction is common in the general
population; stress/anxiety and relationship factors contribute

e Medication-specific risk: quantify trial incidence and explain uncertainty
about persistence

o Patient control: emphasize the patient's agency—stop and reassess if
clinically appropriate, with clinician guidance

o Follow-up plan: structured check-ins reduce fear and improve adherence

7. Psychiatric Safety: Depression, Mood Changes, and
Suicidality

7. Current regulatory landscape (US/UK/EU/Canada)

Regulatory bodies have increasingly emphasized psychiatric adverse effects:

o FDA (US): The FDA label's postmarketing section includes depression,
suicidal ideation and behavior. (FDA Access Data)

« MHRA (UK): UK safety communications emphasize psychiatric and sexual
adverse effects, including persistence in some cases, and highlight stronger
risk-minimization measures such as patient-facing information.

o Health Canada: Health Canada concluded a possible link between finasteride
and suicidal ideation/self-injury (insufficient information to establish a link for
suicide risk) and emphasized screening and monitoring approaches. (Drug_
and Health Products Portal)

« EMA (EU): EMA confirmed suicidal ideation as a side effect of finasteride
tablets (frequency unknown), recommended measures to minimize risk, and
indicated patient reminder materials in packaging (notably for 1 mg).
(European Medicines Agency (EMA))

7.2 What "frequency unknown" means

Regulators may confirm a side effect based on the totality of evidence (case
reports, pharmacovigilance databases, biological plausibility, pattern consistency),
yet still classify frequency as unknown when the data do not allow reliable
incidence estimation. This is common in postmarketing pharmacovigilance.
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7.3 Practical clinic action: screening and monitoring

A conservative, patient-centered clinic protocol should include:

e Baseline mental health screening questions (history of depression, anxiety,
suicidal ideation, current psychiatric treatment)

e Clear counseling that mood changes can occur and should be reported
immediately

» A documented plan: if significant mood change occurs, seek medical advice;
depending on clinician judgment and local guidance, discontinuation may be
advised—particularly for finasteride 1 mg in hair-loss patients (European
Medicines Agency (EMA))

This is not about “fear marketing.” It is about informed consent and harm
minimization.

8. Fertility, Semen Exposure, and Reproductive
Counseling

8.1 Semen exposure: what labeling actually says

FDA labeling includes measured semen finasteride levels in men taking 1 mg/day:
e In 60% of samples, finasteride levels were undetectable (<0.2 ng/mL)
e Mean semen level: 0.26 ng/mL; highest: 1.52 ng/mL

» A theoretical maximum vaginal exposure estimate is provided and described
as far lower than a dose that had no effect on circulating DHT levels in men
(FDA Access Data)

This information helps clinicians counsel couples realistically, but it does not
eliminate the importance of pregnancy precautions where applicable.

8.2 Pregnancy and handling precautions

Finasteride is contraindicated in pregnancy; it may cause abnormalities in external
genitalia of a male fetus due to DHT suppression. Women who are pregnant or
may become pregnant should not handle crushed/broken tablets because of
potential absorption. (FDA Access Data)
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8.3 Fertility and semen quality

Postmarketing labeling includes:

e Male infertility and/or poor seminal quality, with reports of normalization or
improvement after discontinuation (FDA Access Data)

Additionally, evidence summaries in reproductive-health literature discuss semen
parameter changes and reversibility in some patients, supporting counseling that
fertility effects are possible and should be assessed in men actively trying to
conceive or with infertility history. (PubMed)

9. PSA, Prostate Cancer Screening, and High-Grade
Prostate Cancer Signal

9.1 PSA reduction (even at 1 mg)

The FDA label reports that in men aged 18-41 taking finasteride 1 mg, mean PSA
decreased from 0.7 ng/mL to 0.5 ng/mL at month 12. It also notes that finasteride
5 mg reduces PSA by ~50% in older men with BPH and that PSA interpretation
should account for finasteride use. (EDA Access Data)

9.2 High-grade prostate cancer signal (primarily from 5 mg trials)

The label warns that in a large prostate cancer prevention trial in men =55,
finasteride 5 mg/day was associated with an increased incidence of Gleason 8-10
prostate cancer compared to placebo (1.8% vs 1.1%). Similar results were
observed in a dutasteride trial. The clinical significance for Propecia users is
described as unknown. (FDA Access Data)

Clinical implication for hair-loss patients:

Most finasteride 1 mg users are younger men, but PSA impact and disclosure still
matter—especially as patients age or if they undergo prostate evaluation later.

10. Oral vs Topical Finasteride: Evidence, Unknowns,
and Compounding Risks

10.1 Topical finasteride: what guidelines and evidence say
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Some studies suggest topical finasteride may improve hair parameters; however,
high-quality evidence and standardized formulations remain limited, and some
guidelines historically did not make a recommendation for or against topical
finasteride due to insufficient evidence at the time. (Turkderm)

10.2 FDA alert: compounded topical finasteride

The FDA issued an alert regarding potential risks associated with compounded
topical finasteride products, noting reports of adverse events and highlighting
that compounded formulations may be marketed alone or combined with
minoxidil, and that the agency is aware of reported adverse events associated
with these compounded topical products. (U.S. Food and Drug_Administration)

Why this matters for patient trust:

Patients may assume “topical means safer.” A science-based clinic should avoid
blanket reassurance and instead explain:

o systemic absorption is possible (skin is not a barrier to all drug absorption)
e compounded products vary in formulation and quality

» adverse effects similar to oral finasteride have been reported in some cases
(per FDA alert) (U.S. Food and Drug_Administration)

11. Clinical Integration in Hair Restoration and Hair
Transplant Patients

1.1 Why finasteride often matters even when surgery is planned

Hair transplantation redistributes donor hair, but does not stop androgenetic
progression in native hair. Many transplant patients benefit from medical therapy
to:

o stabilize progression

e preserve native hair and prevent “islands"” of transplanted hair surrounded by
thinning

e potentially reduce the appearance of shock loss (patient-dependent)

FINASTERIDE IN HAIR RESTORATION

12


https://turkderm.org.tr/turkdermData/Uploads/files/S3_guideline_androgenetic_alopecia_update_final-version.pdf
https://www.fda.gov/drugs/human-drug-compounding/fda-alerts-health-care-providers-compounders-and-consumers-potential-risks-associated-compounded?utm_source=chatgpt.com
https://www.fda.gov/drugs/human-drug-compounding/fda-alerts-health-care-providers-compounders-and-consumers-potential-risks-associated-compounded?utm_source=chatgpt.com

Clinical literature includes studies assessing finasteride use around hair
transplantation, supporting its role as part of a comprehensive approach for
appropriate candidates. (PubMed)

11.2 Ethical positioning (brand-safe language)

A clinic should never present finasteride as mandatory. Ethical messaging:
e positions it as an option with evidence and risks
e empowers patient choice

o documents shared decision-making

12. A Practical Counseling & Monitoring Protocol
(Clinic-Ready)

Below is a conservative framework designed to support global-standard
informed consent.

121 Pre-treatment checklist

1. Confirm diagnosis: pattern consistent with AGA; consider differential
diagnoses when indicated

2. Document baseline:

» standardized photos

e Norwood/Hamilton stage

o patient-reported goals (stabilization vs regrowth vs transplant planning)
3. Medical risk screen:

 history of depression/anxiety

o prior sexual dysfunction

« fertility goals (trying to conceive)

e medication list and hepatic issues
4. Explain key known facts from labeling:

« expected timeline (23 months; evaluate over 6-12 months)
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e need for ongoing use to sustain benefit; reversal after discontinuation
within ~12 months (FDA Access Data)

e« common sexual side effects and trial incidence (FDA Access Data)

o postmarketing risks including persistent sexual dysfunction and
psychiatric events (FDA Access Data)

e pregnancy handling precautions (FDA Access Data)

12.2 Follow-up schedule (example)

1 month: tolerability check; reinforce expectations

3 months: early response discussion; manage shedding/anxiety

6 months: formal assessment (photos + patient satisfaction + side effect
screen) (Turkderm)

12 months: decision point—continue, adjust plan, consider adjuncts or surgical
planning

12.3 "Stop and seek care” triggers (clear patient instructions)

Advise patients to contact a clinician urgently if they experience:

e new or worsening depression, severe mood changes, or suicidal thoughts
(EDA Access Data)

« allergic reactions (swelling, rash, difficulty breathing) (FDA Access Data)

e breast lumps/pain or nipple discharge (requires medical evaluation) (EDA
Access Data)

13. Patient FAQ (Evidence-Based)

Q1: When will | see results?

Many patients need at least 3 months before benefits are observed; meaningful
evaluation often requires 6-12 months. If stopped, benefits typically reverse
within about 12 months. (FDA Access Data)

Q2: What side effects are most common?
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In trials, the most common (1% and greater than placebo) were decreased libido,
erectile dysfunction, and ejaculation disorder. (FDA Access Data)

Q3: Can sexual side effects persist after stopping?

Postmarketing reports include sexual dysfunction that continued after
discontinuation. Frequency and causality cannot be reliably established from
voluntary reports, but patients should be informed and monitored. (EDA Access
Data)

Q4: Can finasteride affect mood or mental health?

Postmarketing labeling includes depression and suicidal ideation/behavior, and
regulators in multiple regions have emphasized monitoring for mood changes. If
mood changes occur, seek medical advice promptly. (EDA Access Data)

Q5: Is finasteride safe for women?

Finasteride 1 mg is not indicated for women in FDA labeling. It is contraindicated in
pregnancy due to risk to a male fetus, and women should not handle
crushed/broken tablets. (FDA Access Data)

Q6: Is topical finasteride safer than oral?

Not necessarily. Systemic absorption may occur, compounded products vary, and
the FDA has raised concerns about potential risks associated with compounded
topical finasteride. (U.S. Food and Drug_Administration)

Q7: Do | still need finasteride if | have a hair transplant?

A transplant moves hair but does not stop ongoing AGA in native hair. Finasteride
may help stabilize progression in appropriate candidates and may be part of long-
term planning. (PubMed)

14. Conclusion

Finasteride remains one of the most studied and widely used medical therapies for
male androgenetic alopecia. Its benefits—slowing progression and supporting
regrowth in many men—are meaningful, particularly when hair loss is early to
moderate and when long-term planning is central to natural outcomes.
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However, hair restoration is elective care, and trust depends on transparent
patient education. A clinic’'s responsibility is to:

communicate evidence and timelines honestly
disclose trial-based risks and postmarketing concerns
screen appropriately and monitor actively

respect patient autonomy and individual risk tolerance

The result is not only better medical decision-making, but also stronger long-term
satisfaction and brand credibility in global markets.
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