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M 0000 M 0000  0.00INITIAL COMMENT

This report is the result of an Annual Registration 

survey conducted on March 14, 2018, at Planned 

Parenthood Keystone-Warminster.  It was 

determined the facility was not in compliance with 

the requirements of the Pennsylvania Department of 

Health Regulations § 28 Pa Code, Chapter 29, 

Subchapter D, Ambulatory Gynecological Surgery 

in Hospitals and Clinics.
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29.43(b) Facility Approval

All medical facilities except hospitals may become 

approved facilities upon submission of an application to 

the Department from a person authorized to represent such 

facility and, at the discretion of the Department, 

satisfactory completion of an on-site survey.

This REGULATION is not met as evidenced by:

Completion 

Date:

04/27/2018

Status:

APPROVED

Date:

04/18/2018

Planned Parenthood Keystone offers 

to administer the Hepatitis B vaccine 

to all health center staff who have 

the potential to come in contact with 

blood or potentially infectious 

bodily fluids.  Records of 

vaccination, either the consent or 

declination, are kept centrally in the 

employees confidential health 

records stored by the affiliate's 

Human Resource Department.  

Prior to inspection, Planned 

Parenthood Keystone has been in 

the process of converting from paper 

files to electronic files using a human 

resource software program.  The 

program has hard stops built into it 

so new employees will not be able to 

commence  working in a health 

center until the consent to vaccinate 

or the declination form has been 

received.  This system is currently in 

place and fully functioning for all 

new employees.  Employees who 

have worked for Planned Parenthood 

Keystone prior to its implementation, 

their files are being scanned into the 

system which should be completed 
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within the next 60 days.  

Employee files are audited 

biannually, however after the 

inspection on 3/14/2018, an interim 

audit was conducted of all health 

center employees to ensure that 

documentation of this benefit was in 

their respective files.  During the 

audit, one of the missing documents 

noted during this inspection was 

found and placed into EMP5's file.  

CF1's form was not found however, 

so the employee was sent a 

replacement which has since been 

received and placed into CF1's file.  

EMP8's form has since been updated 

and placed in the record. 

With respect to the new electronic 

system, for employees who decline 

the vaccination, this simply gets 

noted in their electronic file and is 

permanently stored.  For those 

employees who consent to receive 

the vaccination, a tickler will be 

placed in the system to ensure the 

employee records are up to date 
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once the three-dose series is 

completed.  Vaccinations take place 

over the course of six months.  In 

either case, with this new system, 

which is tied in with timekeeping, will 

not allow an employee to continue to 

work in a health center unless the 

forms is completed. 

The Director of RQM or designee 

will audit the system quarterly to 

ensure that both declination and 

those who consent to vaccination 

have current up to date records in 

their employee files.
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Based on review of facility documents, personnel 

files (PF), credential files (CF) and staff interview 

(EMP), it was determined the facility failed to ensure 

staff having potential exposure to blood and body 

fluids received the Hepatitis B Vaccine for two of 

eight PF files reviewed (PF5 and PF8) and one of 

one CF files reviewed (CF1). 

Findings include:

Review on March 14, 2018, of the facility's 

"Planned Parenthood Keystone Employee 

Handbook" last approved January 2018, revealed 

"... 3.1 Immunization Planned Parenthood follows 

the recommendations form the Centers for Disease 

Control and Prevention (CDC) and the 

requirements of the Occupational Safety and Health 

Administration (OSHA) in regard to immunizations 

for health care workers.  Planned Parenthood offers 

the Hepatitis B immunization at no cost to 

employees who have not been immunized and who 

are at risk due to their job duties or contact with 

patients.  While employees have the option to waive 
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this immunization we strongly recommend it.  ..."

Review of PF5 on March 14, 2018, revealed this 

employee worked as a Medical Care Assistant 

(MCA) in the facility.

Interview with EMP1 on March 1, 2018, at 

approximately 2:45 PM revealed EMP5's job 

required contact or potential contact with patients' 

blood and body fluids.

There was no documentation in EMP5's personnel 

file indicating the facility offered this employee the 

Hepatitis B Vaccine (HBV) vaccine or that EMP5 

declined receiving the HBV vaccine.

Interview with EMP1 on March 14, 2018, at 

approximately 2:45 PM confirmed there was no 

documentation in EMP5's personnel file the facility 

offered this employee the HBV vaccine or that 

EMP5 declined the HBV vaccine.

Review of EMP8 on March 14, 2018, revealed the 
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facility hired this employee on July 19, 2017.  

EMP8 signed the consent form and requested the 

facility administer the HBV vaccine.

Interview with EMP1 on March 1, 2018, at 

approximately 2:50 PM revealed EMP8's job 

required contact or potential contact with patients' 

blood and body fluids.

There was no documentation in EMP8's personnel 

file indicating the facility administered the HBV 

vaccine to this employee.

Interview with EMP1 on March 14, 2018, at 

approximately 2:50 PM confirmed EMP8 signed the 

consent form requesting the facility administer the 

HBV vaccine when hired, and there was no 

documentation in EMP8's personnel file indicating 

the facility administered the HBV vaccine to this 

employee.

Review of CF1 on March 14, 2018, revealed this 

physician worked at the facility performing 
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abortions.

Interview with EMP1 on March 1, 2018, at 

approximately 3:00 PM revealed CF1's job 

required contact or potential contact with patients' 

blood and body fluids.

There was no documentation in CF1's credential file 

indicating the facility offered this physician the HBV 

vaccine or that CF1 declined receiving the HBV 

vaccine.

Interview with EMP1 on March 14, 2018, at 

approximately 3:00 PM confirmed there was no 

documentation in CF1's credential file indicating the 

facility offered this physcian the HBV vaccine or that 

CF1 declined the HBV vaccine.
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