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APPENDICES

Appendix A: Menopause Rating Scale (MRS)

Reprinted from International versions of the Menopause Rating Scale (MRS) by Heinemann, L. A., Potthoff, P., & Schneider, H. P., 2004, Health Quality Life Outcomes, 1, 28, pg. 3. Copyright 2003 by Heinemann et al; licensee BioMed Central Ltd. Open Access. Reprinted with permission.
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Appendix B: Patient Health Questionnaire (PHQ-9)[image: ]



Appendix C: International Mean Standard Deviation Reference Values


Reprinted from The Menopause Rating Scale (MRS) scale: A methodological review by Heinemann et al., 2004, Health Quality Life Outcomes, 2, 45, pg. 6. Copyright 2004 by Heinemann et al; licensee BioMed Central Ltd. Open Access. Reprinted with permission.

International Mean Standard Deviation Reference Values


	
	
	
	
	
	
	
	Somato-vegetative
	
	
	

	
	
	Total score
	Psychological score
	
	score
	Urogenital score
	

	
	
	
	Mean
	
	Mean
	
	Mean
	
	Mean
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	n
	(SD)
	n
	(SD)
	n
	(SD)
	n
	(SD)
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	Europe
	4,246
	8.8
	(7.1)
	4,453
	3.4 (3.4)
	4,485
	3.6 (2.9)
	4,465
	1.9 (2.2)
	

	
	North America
	1,376
	9.1
	(7.6)
	1,426
	3.4 (3.5)
	1,440
	3.8 (3.1)
	1,437
	2.0 (2.3)
	

	
	(US)
	
	
	
	
	
	
	
	
	
	

	
	Latin America
	3,001
	10.4
	(8.8)
	3,002
	4.9 (4.9)
	3,006
	4.1 (3.6)
	3,005
	1.4 (2.2)
	

	
	Asia
	1,000
	7.2
	(6.0)
	1,000
	2.9 (2.9)
	1,000
	3.3 (2.7)
	1,000
	1.0 (1.6)
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Levels of Distress Chart Audit Form (page 1 of 6)

Date of Data Collection: ______________	Study ID#: ________

Demographics

1. Age: _________

2. Gender: Female

3. Ethnic Background
1) Caucasian
2) African American
3) Asian/Pacific Islander
4) Eskimo/Native American Indian
5) Mixed (specify)
6) Other (specify)

4. Hispanic
1) Yes
2) No

5. Marital Status
1) Never Married
2) Married
3) Not married but living with a partner
4) Divorced or separated
5) Widowed

6. Lives with _______________

7. Employment Status
1) Unemployed: [ ] disabled [ ] retired [ ] supported by other
2) Employed Full-time Hours/week ______
3) Employed Part-time Hours/week ______
4) On leave [ ] with pay [ ] without pay
5) Retired
6) Other (specify)
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Levels of Distress Chart Audit Form (Page 2 of 6)

Date of Data Collection: ______________	Study ID#: ________

8. Level of Education
1) Less than high school
2) High school graduate/GED
3) Vocational/Technical degree beyond High School
4) Some College
5) Community College Degree (AA/AS)
6) College/University degree (BA/BS)
7) Master’s Degree
8) Doctoral Degree

9. Household Income
1) Under $4,999
2) $5,000 – 14,999
3) $15,000 – 24,999
4) $25,000 – 39,999
5) $40,000 – 69,999
6) 70,000+

10. Insurance – ALL that apply
1) ____Tricare
2) ____Blue Cross/Shields
3) ____Humana
4) ____Aetna
5) ____Medicaid
6) ____Medicare
7) ____None

Military History

11. Branch of Military Service
1) Army
2) Marine Corps
3) Coast Guard
4) Navy
5) Air Force
6) National Guard

12. Total Years of Service ________

13. Highest Rank Achieved ___________________
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Appendix D Continued

Levels of Distress Chart Audit Form (Page 3 of 6)

Date of Data Collection: ______________	Study ID#: ________

14. Any Deployments?
1) Yes
2) No

15. Any combat zone deployments?
1) Yes
2) No

16. Tours of Duty
1) 1
2) 2
3) 3
4) 4 or more

17. Location of Deployment all that apply
1) Vietnam
2) Kosovo
3) Persian Gulf
4) Iraq
5) Afghanistan
6) Other

18. Principal type(s) of traumatic experiences encountered while in the military


No	Yes


Witness death or execution

IED blast or combat explosion

Witness major injuries (nonlethal)

Physical assault

Sexual assault


19.


1. Use of Medications

2. Categories of any prescription medications taking:

	
	       Class of
	
	
	
	
	

	
	Medication
	No
	Yes
	Daily
	Weekly
	Other

	
	
	
	
	
	
	

	
	Pain
	
	
	
	
	

	
	Anti-Depression
	
	
	
	
	

	
	Anti-Anxiety
	
	
	
	
	

	
	Anti-Seizure
	
	
	
	
	

	
	Sleep
	
	
	
	
	

	
	
	
	
	
	
	





[bookmark: page64]Appendix D Continued

Levels of Distress Chart Audit Form (Page 4 of 6)

Date of Data Collection: ______________	Study ID#: ________

Social History

20. Do they smoke?
1) Yes
2) No

21. How much they smoke? ___________

22. Any alcohol use?
1) Yes
2) No

23. How much alcohol do they drink? __________

24. Any recreational drug use?
1) Yes
2) No

25. Which recreational drugs? ______________

Gynecological History

26. History of abnormal pap smears
1) Yes
2) No

27. If yes, when was the last abnormal Pap smear? ________

28. History of abnormal mammograms?
1) Yes
2) No

29. Surgical procedures on female organs?
1) Yes
2) No

30.	Hysterectomy?	Date? ________
1) Yes
2) No

31. Reason for Hysterectomy ____________
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Levels of Distress Chart Audit Form (Page 5 of 6)

Date of Data Collection: ______________	Study ID#: ________

32. Abdominal or vaginal hysterectomy? ____________

33. Ovaries removed?
1) Yes
2) No

36. Frequency of menstrual periods _________

37. Length of menstrual periods __________

38. Sexually active?
1) Yes
2) No

39. If not, how long since last sexual activity? ________

40. Is sexual partner
1) Male
2) Female
3) Both

41. History of sexually transmitted infections?
1) Yes
2) No

42. If yes, which sexually transmitted infection? ___________

43. History of sexual trauma not related to military experience
1) Yes
2) No

44. Number of pregnancies ________

45. Number of deliveries __________
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Appendix D Continued

Levels of Distress Chart Audit Form (Page 6 of 6)

Date of Data Collection: ______________	Study ID#: ________

46. Full term deliveries?
1) Yes
2) No

47. Type of deliveries
1) Vaginal ______
2) Cesarean Section _______

48. Weight of largest baby born vaginally _________

49. Reason for being at the women’s health specialty clinic _________

50. Goals of Therapy in the women’s health specialty clinic _________

51. Referred to the clinic by ______________




52. Psychological Subscale _______________

53. Somatic Subscale ____________________

54. Urogenital Subscale __________________

55. Total of MRS _______________________

Results of PHQ-9

56. Column 1 Several Days _______________

57. Column 2 More Than Half the Days __________

58. Column 3 Nearly Every Day _______________

59. Total of PHQ – 9 _____________

60. Question 10 of PHQ – 9 ____Not difficult at all ___ somewhat difficult
____ Very difficult ____ extremely difficult
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Appendix E: Institutional Review Board Approval Letter (continued)
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10/20/2016

Gail Powell-Cope, Ph.D.
James A. Haley Veterans' Hospital
8900 Grand Oak Circle
Tampa, FL  33637

RE:	Exempt Certification

IRB#: Pro00028305

Title:	Levels of Distress Among Women Veterans Attending a Women's Health Specialty Clinic Within the VA

Dear Dr. Powell-Cope:

On 10/20/2016, the Institutional Review Board (IRB) determined that your research meets criteria for exemption from the federal regulations as outlined by 45CFR46.101 (b):

(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

Your study qualifies for a waiver of the requirements for the informed consent process for this retrospective chart review as outlined in the federal regulations at 45CFR46.116 (d) which states that an IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or waive the requirements to obtain informed consent provided the IRB finds and documents that (1) the research involves no more than minimal risk to the subjects; (2) the waiver or alteration will not adversely affect the rights and welfare of the subjects; (3) the research could not practicably be carried out without the waiver or alteration; and (4) whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Your study qualifies for a waiver of the requirement for signed authorization as outlined in the HIPAA Privacy Rule regulations at 45CFR164.512 (i) which states that an IRB may approve a waiver or alteration of the authorization requirement provided that the following criteria are met

(1) the PHI use or disclosure involves no more than a minimal risk to the privacy of individuals;

(2) the research could not practicably be conducted without the requested waiver or alteration; and (3)   the research could not practicably be conducted without access to and use of the PHI. A
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Appendix F: Permission Letter/Statement

Appendix F: JAMA Permission Letter
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PATIENT HEALTH QUESTIONNAIRE-9

(PHQ-9)
Over the last 2 weeks, how often have you been bothered More  Nearly
by any of the following problems? Several thanhalf  every
(Use “¢” to indicate your answer) Notatall days thedays  day
1. Little interest or pleasure in doing things 0 1 2 3
2. Feeling down, depressed, or hopeless 0 1 2 3
3. Trouble falling or staying asleep, or sleeping too much 0 1 2 3
4. Feeling tired or having little energy 0 1 2 3
5. Poor appetite or overeating 0 1 2 3
6. Feeling bad about yourself — or that you are a failure or g P . "
have let yourself or your family down
7. Trouble concentrating on things, such as reading the q P o 3

newspaper or watching television

8. Moving or speaking so slowly that other people could have
noticed? Or the opposite — being so fidgety or restless 0 1 2 3
that you have been moving around a lot more than usual

©

Thoughts that you would be better off dead or of hurting
yourself in some way

FOROFFICECODING __ 0+ + +

=Total Score:

If you checked off any problems, how difficult have these problems made it for you to do your
work, take care of things at home, or get along with other people?

Not difficult Somewhat Very Extremely
atall difficult difficult difficult
o o] [=] 2]

Developed by Drs. Robert L. Spitzer, Janet B.W. Williams, Kurt Kroenke and colleagues, with an educational grant from
Piizer Inc. No permission required to reproduce, iranslate, display or distribute.
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RESEARCH INTEGRITY AND COMPLIANCE
FWA No. 00001669

FL 336124799

Institutional Review Boards

12901 Bruce B. Downs B

UNIVERSITY OF
SOUTH FLORIDA

10/3/2016

Gail Powell-Cope, Ph.D.

James A. Haley Veterans' Hospital
8900 Grand Oak Circle

Tampa, FL 33637

RE: Exempt Certification
IRB#: Pro00027934

Title: Levels of Distress Among Women Veterans Attending a Women's Health Specialty Clinic Within the
VA

Dear Dr. Powell-Cope:

On 9/29/2016, the Institutional Review Board (IRB) determined that your research meets criteria for exemption
from the federal regulations as outlined by 45CFR46.101(b):

(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or
diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator
in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

Your study qualifies for a waiver of the requirements for the informed consent process for this retrospective
chart review as outlined in the federal regulations at 45CFR46.116 (d) which states that an IRB may approve a
consent procedure which does not include, or which alters, some or all of the elements of informed consent, or
waive the requirements to obtain informed consent provided the IRB finds and documents that (1) the research
involves no more than minimal risk to the subjects; (2) the waiver or alteration will not adversely affect the
rights and welfare of the subjects; (3) the research could not practicably be carried out without the waiver or
alteration; and (4) whenever appropriate, the subjects will be provided with additional pertinent information
after participation.

Your study qualifies for a waiver of the requirement for signed authorization as outlined in the HIPAA Privacy
Rule regulations at 45CFR164.512(i) which states that an IRB may approve a waiver or alteration of the
authorization requirement provided that the following criteria are met (1) the PHI use or disclosure involves no
more than a minimal risk to the privacy of individuals; (2) the research could not practicably be conducted
without the requested waiver or alteration; and (3) the research could not practicably be conducted without
access to and use of the PHI.A waiver of HIPAA Authorization is granted for this retrospective chart review of
James A. Haley VA Hospital female veteran patients aged 40-60 years who attended the women’s health
specialty clinic between January 1, 2014 and January 1, 2016. This waiver allows the study team and/or its
honest broker to obtain PHI of patients in this cohort from the JAHVA electronic medical record (CPRS).

As the principal investigator for this study, it is your responsibility to ensure that this research is conducted as
outlined in your application and consistent with the ethical principles outlined in the Belmont Report and with
USF HRPP policies and procedures.
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To whom it may concern:

I have obtained the license (please see attached) from Copyright Clearance Center through
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instructed to request a repository permission and permission to 'adapt’ figure exactly as it
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Menopause Rating Scale (MRS)

10.

1.

Which of the following symptoms apply to you at this time? Please, mark the appropriate box for
each symptom. For symptoms that do not apply, please mark ‘none’.

Symptoms: very
none  mild moderate severe severe

L] Ll 1

Score = 0 1 2 8 4

Hot flushes, sweating

(episodes of sweating)... S O [m] /| a
Heart lscomiort (unusual awareness of heart

beat, heart skipping, heart racing, tightness).... el [m] [m] | | iz
Sleep problems (difficulty in falling asleep,

difficulty in sleeping through, waking up early)... sl [m] = [m] =]
Depressive mood (feeling down, sad, on the

verge of tears, lack of drive, mood swings) . (m] O [m] m| iz
Irritability (feeling nervous, inner tension,

feeling aggressive) .0 [m] (E] |E| [m]
Anxiety (inner restiessness, feeling panicky).... | O [m] [m] [m]
Physical and mental exhaustion (general decrease

in performance, impaired memory, decrease in

concentration, forgetfulness) ..... _— | O [m] [m] [m]
Sexual problems (change in sexual desire, in

sexual activity and satisfaction) E [m] [m] | | iz
Bladder problems (difficulty in urinating,

increased need to urinate, bladder incontinence)... N [m] I | = B
Dryness of vagina (sensation of dryness or buming

in the vagina, difficulty with sexual intercourse) ..... - O [m] m| iz
Joint and muscular discomfort (pain in the joints,

rheumatoid complaints) ..... .0 ] | [m] [





